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Presidential Documents

Title 3—

The President

[FR Doc. 03-27873
Filed 11-3-03; 8:45 am)]
Billing code 3195-01-P

Proclamation 7727 of October 30, 2003

National Hospice Month, 2003

By the President of the United States of America

A Proclamation

Hospice care plays an important role in American medicine by easing a
patient’s suffering while reaffirming individual dignity in a familiar, com-
fortable environment. Across our Nation, hospice care providers are assisting
in hospitals, nursing homes, and private residences, offering physical, emo-
tional, and spiritual support to patients who often have a short life expect-
ancy.

Hospice teams consist of physicians, nurses, social workers, counselors,
and volunteers who are experts in end-of-life issues. They offer pain manage-
ment, therapy, nutrition, and other supportive care in the home or other
comfortable surroundings, making it easier for patients, family members,
and friends to spend time together in their loved one’s final days. Hospice
experts also offer grief counseling to friends and family members after their
loss.

Every stage of human life deserves to be treated with respect and care.
I commend all those who work and volunteer as hospice care providers.
Their contributions make our Nation a better place.

NOW, THEREFORE, I, GEORGE W. BUSH, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and laws of the United States, do hereby 2 proclaim November 2003 as
National Hospice Month. I encourage Americans to increase their awareness
of hospice service and to observe this month with appropriate activities
and programs.

IN WITNESS WHEREQOF, I have hereunto set my hand this thirtieth day
of October, in the year of our Lord two thousand three, and of the Independ-
ence of the United States of America the two hundred and twenty-eighth.

~ /
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 16 and 1240
[Docket No. 2003N—0400]
RIN 0910-ZA21

Centers for Disease Control and
Prevention

42 CFR Part 71

Control of Communicable Diseases;
Restrictions on African Rodents,
Prairie Dogs, and Certain Other
Animals

AGENCIES: Centers for Disease Control
and Prevention, Food and Drug
Administration (HHS).

ACTION: Interim final rule; opportunity
for public comment.

SUMMARY: The Centers for Disease
Control and Prevention (CDC) and the
Food and Drug Administration (FDA)
are issuing this interim final rule to
amend their regulations to establish new
restrictions and modify existing
restrictions on the import, capture,
transport, sale, barter, exchange,
distribution, and release of African
rodents, prairie dogs, and certain other
animals. We are taking this action to
prevent the spread of monkeypox, a
communicable disease, in the United
States.

DATES: The interim final rule is effective
on November 4, 2003. Submit written or
electronic comments on this interim
final rule by January 20, 2004.
ADDRESSES: For FDA: Send written
comments on the rule and on the
information collection to the Division of
Dockets Management (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.

Submit electronic comments to http://
www.fda.gov/dockets/ecomments.

For CDC: Send written comments on
the information collection to Anne
O’Connor, CDC Assistant Reports
Clearance Officer, 1600 Clifton Rd., MS
E11, Atlanta, GA 30333. Comments on
the rule itself should be sent to FDA’s
Division of Dockets Management (see
FDA addresses).

FOR FURTHER INFORMATION CONTACT:

For information regarding FDA: Philip
L. Chao, Office of Policy and Planning
(HF-23), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-0587.

For information regarding CDC: James
E. Barrow, National Center for Infectious
Diseases, Centers for Disease Control
and Prevention, Mailstop C-14, 1600
Clifton Rd., Atlanta, GA 30333, 404—
498—-1600.

SUPPLEMENTARY INFORMATION:

I. What Is Monkeypox, and How Did It
Spread in the United States?

Monkeypox is a rare, zoonotic, viral
disease that occurs primarily in the rain
forest countries in central and west
Africa. (A zoonotic disease is a disease
of animals that can be transmitted to
humans under natural conditions.) The
illness was first noted in monkeys in
1958 (which explains its name), but, in
Africa, serologic evidence of
monkeypox infection has been found in
many other species, including some
species of primates, rodents, and
lagomorphs (which includes such
animals as rabbits). African rodents are
considered to be the most likely natural
host of the monkeypox virus (Ref. 1).

In humans, monkeypox is marked by
rashes that are similar to those seen in
smallpox; other signs and symptoms
include a temperature at or above 99.3
degrees, chills and/or sweats, headache,
backache, lymphadenopathy (a disease
of the lymph nodes), sore throat, cough,
and shortness of breath (Ref. 2). The
disease’s incubation period is
approximately 12 days (Ref. 3). In
Africa, monkeypox has a mortality rate
in humans ranging from 1 to 10 percent.

As of July 8, 2003, there have been 35
laboratory-confirmed cases of
monkeypox in people in the United
States, and about another three dozen
suspect and probable cases under
investigation, in Illinois, Indiana,
Kansas, Ohio, Missouri, and Wisconsin
(Ref. 4). As of July 11, 2003, 16 persons

were reported to have been hospitalized;
however, some of these hospitalizations
were for isolation purposes unrelated to
illness. Among those hospitalized, two
were children who required intensive
care, one for severe monkeypox-
associated encephalitis (encephalitis is
an inflammation of the brain), and one
with profound painful cervical and
tonsillar adenopathy (adenopathy refers
to an enlargement of the glands) and
diffuse pox lesions, including lesions in
the oropharynx. Both children
recovered from their illness.

In the United States, individuals
apparently began contracting
monkeypox in early May, 2003,
primarily as a result of contact with
prairie dogs that had contracted
monkeypox from diseased African
rodents. Investigations indicate that a
Texas animal distributor imported a
shipment of approximately 800 small
mammals from Ghana on April 9, 2003,
and that shipment contained 762
African rodents, including rope
squirrels (Funiscuirus sp.), tree squirrels
(Heliosciurus sp.), Gambian giant
pouched rats (Cricetomys sp.), brushtail
porcupines (Atherurus sp.), dormice
(Graphiurus sp.), and striped mice
(Hybomys sp.). Some animals were
infected with monkeypox, and CDC
laboratory testing confirmed the
presence of monkeypox in several
rodent species, including one Gambian
giant pouched rat, three dormice, and
two rope squirrels (Ref. 4). Of the 762
rodents from the original shipment, 584
have been traced to distributors in six
states. A total of 178 African rodents
could not be traced beyond the point of
entry in Texas because records were not
available (Ref. 4). The number of
animals traced may change as the
investigation continues.

II. What Actions Have Been Taken to
Prevent the Spread of Monkeypox?

Non-native animal species, such as
the African rodents, can create serious
public health problems when they
introduce a new disease, such as
monkeypox, to the native animal and
human populations. The transportation,
sale, or distribution of an infected
animal, or the release of an infected
animal into the environment can result
in the further spread of disease to other
animal species and to humans.

Several States have issued orders or
emergency rules to prohibit the



62354

Federal Register/Vol. 68, No. 213/ Tuesday, November 4, 2003 /Rules and Regulations

importation, sale, distribution, release,
disposal, and/or display of prairie dogs
and certain rodents (Refs. 5 through 11).
However, these State efforts are limited
to their respective jurisdictions, and
some State orders or rules expire on a
specific date, while others differ in the
types of animals and actions that are
covered. Communicable diseases, such
as monkeypox, are not confined by State
borders and, as shown by the presence
of the monkeypox virus in prairie dogs,
may affect multiple animal species.
Consequently, Federal action was
necessary to help prevent the spread of
monkeypox. On June 11, 2003, the
Director of CDC and the Commissioner
of Food and Drugs, under 42 CFR 70.2
and 21 CFR 1240.30 respectively, issued
a joint order (Ref. 12) prohibiting, until
further notice, the transportation or
offering for transportation in interstate
commerce, or the sale, offering for sale,
or offering for any other type of
commercial or public distribution,
including release into the environment,
of:

* Prairie dogs (Cynomys sp.);

* Tree squirrels (Heliosciurus sp.);

* Rope squirrels (Funisciurus sp.);

* Dormice (Graphiurus sp.);

* Gambian giant pouched rats
(Cricetomys sp.);

* Brush-tailed porcupines (Atherurus
sp.), and

* Striped mice (Hybomys sp.).

The June 11, 2003, order did not
apply to the transport of these animals
to veterinarians or animal control
officials or other entities under guidance
or instructions issued by Federal, State,
or local government authorities. In
addition, under 42 CFR 71.32(b), CDC
implemented an immediate embargo on
the importation of all rodents from
Africa (order Rodentia).

Both CDC and FDA are also working
closely with other Federal agencies,
such as the Animal and Plant Health
Inspection Service (APHIS) in the
Department of Agriculture (USDA), the
Fish and Wildlife Service (FWS) in the
Department of the Interior, Customs and
Border Protection in Department of
Homeland Security, and the Department
of Transportation. FDA and CDC are
also working with numerous State and
local agencies to prevent further
exposure of animals and people to the
monkeypox virus.

III. What Does The Interim Final Rule
Do?

A. Why Are FDA and CDC Issuing an
Interim Final Rule?

We issued the June 11, 2003, order to
address quickly what was then a new
and rapidly developing monkeypox

outbreak (Ref. 13). We now are able to
provide a more detailed set of measures
aimed at creating a regulatory approach
to prevent the monkeypox virus from
becoming established and spreading in
the United States, with exemption
procedures to accommodate special
circumstances, and are doing so by
issuing this interim final rule. This
interim final rule supersedes the June
11, 2003, order. As appropriate, we will
amend the interim final rule in response
to comments and to any new
developments in the monkeypox
outbreak.

This interim final rule creates two
complementary regulations. First, with
respect to certain animals that are in the
United States, the interim final rule
adds 21 CFR 1240.63, entitled “African
rodents and other animals that may
carry the monkeypox virus.” FDA will
enforce 21 CFR 1240.63. Second, for
African rodents that are being imported
or offered for import to the United
States, the interim final rule adds 42
CFR 71.56, that is also entitled “African
rodents and other animals that may
carry the monkeypox virus.” CDC will
enforce 42 CFR 71.56. Together, 21 CFR
1240.63 and 42 CFR 71.56 are intended
to prevent the establishment and spread
of the monkeypox virus in the United
States.

Section 361 of the Public Health
Service Act (PHS act) (42 U.S.C. 264)
serves as the legal authority for both 21
CFR 1240.63 and 42 CFR 71.56. Section
361 of the PHS act gives the Secretary
of Health and Human Services the
authority to make and enforce
regulations to prevent the introduction,
transmission, and spread of
communicable diseases from foreign
countries into the States or from one
State to another State. As we explain in
section IV of this document, both FDA
and CDC have issued regulations under
section 361 of the PHS act, and several
FDA regulations are similar or identical
to CDC regulations. Here, however, the
responsibilities are being divided
between our two agencies. FDA’s
regulation focuses on animals moving
between and within States while CDC’s
regulation focuses on imported animals.
Our goal in creating separate FDA and
CDC regulations is to use our limited
resources to deal with the current
monkeypox situation in the most
efficient manner possible.

B. What Does FDA’s Rule Say?

1. Where Is the Rule Codified? (21 CFR
1240.63)

As we stated in section III.A of this
document, the interim final rule adds 21
CFR 1240.63, entitled “African rodents

and other animals that may carry the
monkeypox virus.”

2. What Does the Rule Prohibit? (21 CFR
1240.63(a))

21 CFR 1240.63(a)(1) contains several
general prohibitions. In brief, under 21
CFR 1240.63(a)(1)(i), regardless of your
status (such as a pet dealer, pet owner,
researcher, animal trapper, zoological
park administrator, etc.), you must not
capture, offer to capture, transport, offer
to transport, sell, barter, or exchange,
offer to sell, barter, or exchange,
distribute, offer to distribute, or release
into the environment:

* Prairie dogs (Cynomys sp.),

* African Tree squirrels (Heliosciurus
sp.),
p. ope squirrels (Funisciurus sp.),

* African Dormice (Graphiurus sp.),

» Gambian giant pouched rats
(Cricetomys sp.),

* Brush-tailed porcupines (Atherurus
sp.),
p. Striped mice (Hybomys sp.), or

* Any other animal so prohibited by
order of the Commissioner of Food and
Drugs because of that animal’s potential
to transmit the monkeypox virus.

For convenience, this preamble will
refer to the above animals as “listed
animals.”

The interim final rule covers the
listed animals because animals from
those species have been associated,
either directly through laboratory tests
or indirectly through epidemiological
evidence, in the current outbreak of the
monkeypox virus in humans (Ref. 14).
In general, the animals identified in 21
CFR 1240.63 are the same as those listed
in the CDC-FDA order dated June 11,
2003, except that the rule also refers to
other, yet-unspecified kinds of animals
that the Commissioner of Food and
Drugs may prohibit by order. FDA
included the latter “catch-all” provision
in §1240.63 because the agency cannot
preclude the possibility that monkeypox
may spread to other animal species,
and, if monkeypox is found in other
animals, FDA needs to be able to list
those animals quickly. FDA derives its
authority to list such animals by order
from section 361 of the Public Health
Service Act, which is the same statutory
authority under which it is issuing this
interim final rule. This statutory
provision authorizes the Secretary to
make and enforce regulations to prevent
the introduction, transmission, and
spread of communicable diseases.
Section 1240.63(b)(1) of the interim
final rule (which we discuss later in this
section) allows FDA to issue orders
causing such animals to be quarantined
or destroyed and to “‘take any other
action necessary to prevent the spread
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of the monkeypox virus.” Such “other
actions” may include issuing orders
necessary to prevent the spread of
monkeypox. An order adding animals to
those “listed animals” that have the
potential to transmit the monkeypox
virus is such an order since control of
animals that may transmit monkeypox
is necessary to prevent the spread of this
communicable disease.

The interim final rule prohibits
capture, offers to capture, transport,
offers to transport, sale, barter, or
exchange, offers to sell, barter, or
exchange distribution, offers to
distribute, or release of a listed animal
into the environment regardless of
whether the activity is interstate or
intrastate. The June 11, 2003, order
referred to “transportation in interstate
commerce.” This created some
confusion about whether the order
applied to activities occurring within a
State. In this interim final rule, FDA
makes clear that the restrictions apply to
both interstate and intrastate activities.
The interim final rule must reach
intrastate activities because FDA cannot
effectively prevent interstate
transmission of communicable disease
without addressing intrastate
transmission. This is due to the fact that
an infected animal could transmit the
monkeypox virus to other animals
within a State, and eventually and
inevitably the monkeypox virus would
be transmitted to other States as infected
wild animals or even infected,
domesticated animals crossed State
borders. Effective intrastate controls are,
therefore, an integral part of efforts to
prevent interstate transmission of
communicable disease.

21 CFR 1240.63(a)(1)(i) also prohibits
the capture and offers to capture listed
animals. For purposes of this rule,
“capture” means the act of catching or
confining an animal in the wild with the
intent of removing that animal for sale,
barter, or exchange, distribution, and/or
release into the environment. So, for
example, 21 CFR 1240.63(a)(1)(i)
prohibits a person from taking prairie
dogs from their burrows for purposes of
selling those prairie dogs, but it would
not consider the act of immobilizing a
prairie dog, taking measurements or
biological samples (such as blood
samples), and then releasing the prairie
dog as constituting “capture.” Similarly,
if a prairie dog escaped from its cage in
a pet store, catching the prairie dog to
put it back in its cage would not
constitute “capture” within 21 CFR
1240.63(a)(1)(i). As another example,
individuals sometimes shoot prairie
dogs because their burrows may present
a hazard to cattle and horses; shooting
a prairie dog would not constitute

“capture” within 21 CFR
1240.63(a)(1)(i). We recommend that
you dispose of dead prairie dogs
appropriately in consultation with State
wildlife control officials and following
applicable CDC guidance. The
prohibition against capture and offers to
capture is an appropriate and logical
extension of the June 11, 2003, order
because, for example, it would be
illogical to prohibit wild prairie dogs
from being transported, but still allow
them to be captured. An infectious
animal could transmit the monkeypox
virus to humans during its capture, just
as it could transmit the monkeypox
virus when a human handled the animal
during transport. Therefore, the interim
final rule prohibits the capture of listed
animals and offers to capture such
animals.

Furthermore, 21 CFR 1240.63(a)(1)(i)
prohibits the distribution of listed
animals. Prohibiting distribution is
another appropriate and logical
extension of the June 11, 2003, order.
The June 11, 2003, order prohibited, in
relevant part, “offering for commercial
or public distribution,” yet was silent
regarding the actual distribution of
listed animals. To clarify FDA’s intent,
21 CFR 1240.63(a)(1)(i) prohibits the
distribution of listed animals in
addition to the other prohibitions. FDA
has also simplified the rule by
prohibiting offers to distribute listed
animals rather than “offers for
commercial or public distribution” that
were in the June 11, 2003, order. The
June 11, 2003, order made no
distinction between ‘“commercial or
public distribution” and other types of
distribution, nor did it indicate that
non-commercial or nonpublic
distribution presented lesser risk of
transmitting the monkeypox virus.
Consequently, 21 CFR 1240.63(a)(1)(i)
now states, in relevant part, that you
must not “offer to distribute” a listed
animal.

21 CFR 1240.63(a)(1)(i) also prohibits
“‘sale, barter, or exchange” and “offers
to sell, barter, or exchange” listed
animals. Animals are sometimes traded
or exchanged at “swap meets,”” and such
trades or exchanges might not be
considered to be ““sales.” Therefore, 21
CFR 1240.63(a)(1)(i) prohibits the sale,
barter, or exchange of listed animals and
offers to sell, barter, or exchange listed
animals.

FDA wishes to clarify that 21 CFR
1240.63 applies regardless of whether
an animal is alive or dead. Dead animals
could still harbor the monkeypox virus
and could be infectious, so the agency
cannot ignore such dead animals as a
potential source for infection. Therefore,
to protect the public health to the best

extent possible, 21 CFR 1240.63(a)(1)(i)
pertains to dead animals.

21 CFR 1240.63(a)(1)(ii) states that
you must not prevent or attempt to
prevent FDA from causing a listed
animal to be quarantined or destroyed
pursuant to a written order for the
animal’s quarantine or destruction. (For
purposes of this rule, “quarantine”
means that the animal is held or stored
in an isolated area, and all further
movement has been restricted so as not
to expose other animals.) Although most
individuals will cooperate with a
written order to destroy an infected
animal, some individuals may want to
avoid causing an animal’s destruction
by releasing the animal instead (Ref. 15).
Releasing an infected or potentially
infected animal would create a serious
risk to animal and human health
because the monkeypox virus could
then spread to domestic animal species
and to humans and could become
established in the United States.
Therefore, if you prevent or attempt to
prevent FDA from causing an animal to
be quarantined or destroyed, you may
be subject to criminal penalties.
Penalties are discussed in part IV below.

FDA repeats that prohibiting the
capture, offer to capture, transport, offer
to transport, sale, barter, or exchange,
offer to sell, barter, or exchange,
distribution, offer to distribute, and
release of listed animals is vital to
prevent the monkeypox virus from
becoming established and spreading in
the United States. Nevertheless, the
agency also recognizes that there are
limited circumstances warranting
exemptions from some prohibitions,
such as the need to transport an animal
for zoological, educational, medical,
scientific, or other purposes.
Consequently, 21 CFR 1240.63(a)(2)
allows you to:

* Transport a listed animal to a
veterinarian or animal control official
for veterinary care, quarantine, or
destruction purposes; and

* Capture, offer to capture, transport,
offer to transport, sell, barter, or
exchange, offer to sell, barter, or
exchange, distribute, offer to distribute,
and/or release a listed animal into the
environment after receiving written
permission from FDA. Section
1240.63(a)(2)(ii) states, however, that
you may not seek written permission to
sell, barter, exchange, or offer to sell,
barter, or exchange a listed animal as a
pet. We do not intend to permit pet
sales (or barter or exchange) because the
monkeypox outbreak developed in the
pet industry, and exposure to infected
animals intended as pets led to
infections in prairie dogs. The infected
prairie dogs, in turn, infected humans.
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Thus, compared to animals in the wild
pets present a greater potential risk for
transmitting the monkeypox virus.

To illustrate when transport of a listed
animal to a veterinarian or animal
control official would be allowed,
assume that an individual has a prairie
dog that appears to be ill. Section
1240.63(a)(1)(i) would prohibit
transportation of that animal, yet, under
21 CFR 1240.63(a)(2)(i), an individual
could transport the prairie dog to a
veterinarian for treatment. As another
example, individuals might shoot
prairie dogs because their burrows
present a hazard to cattle and horses. In
such a situation, 21 CFR 1240.63(a)(1)(i)
would prohibit transportation of the
prairie dog carcasses. However, under
21 CFR 1240.63(a)(2)(i), an individual
could transport the prairie dog carcasses
to animal control officials for
incineration or other appropriate means
of disposal.

21 CFR 1240.63(a)(2)(ii)(A) describes
the procedures for seeking written
permission from FDA. 21 CFR
1240.63(a)(2)(ii)(B) requires you to state
the reasons why you need an
exemption, describe the animals
involved, describe the number of
animals involved, describe how the
animals will be transported (including
carrying containers or cages,
precautions for handlers, types of
vehicles used, and other procedures to
minimize exposure of animals and
precautions to prevent animals from
escaping into the environment),
describe any holding facilities,
quarantine procedures, and/or
veterinarian evaluation involved in the
animals’ movement, and explain why an
exemption will not result in the spread
of monkeypox within the United States.
For example, the description of the
animals involved should identify the
animal(s) and discuss the number of
animals involved, their environment,
and health conditions. The explanation
of your reasons for seeking an
exemption should show the
justification, including need and
benefits, relating to the requested
exemption (such as public health
reasons, scientific research, ecological
reasons, etc.). FDA will grant
exemptions on a case-by-case basis and
only for specific purposes and in
specific circumstances. Thus, for
example, if you receive written
permission to transport prairie dogs
from city A to city B, but you later want
to move the same prairie dogs to a third
location, city C, you would have to seek
written permission to move the prairie
dogs from city B to city C. Depending
on the number and nature of exemption
requests it receives, FDA may publish a

guidance document to describe the
types of information it would like to see
in an exemption request. Under 21 CFR
1240.63(a)(2)(ii)(C), FDA will respond,
in writing, to all requests, and it also
may impose conditions in granting an
exemption. If FDA decides against
granting written permission, that
decision could be reviewed under 21
CFR 10.75 (“Internal agency review of
decisions”’).

To illustrate when a person might
seek written permission from FDA, the
agency notes that efforts to reintroduce
black-footed ferrets into certain areas
may depend on the ability to transport
wild prairie dogs and release them into
the environment (Ref. 16). The black-
footed ferrets use prairie dog burrows
for shelter and also feed on prairie dogs.
Thus, in this example, biologists
working to reintroduce black-footed
ferrets would seek written permission
from FDA to capture, transport, and
release prairie dogs in connection with
each black-footed ferret program. They
would also remain subject to any other
Federal, State, local or tribal
requirements.

In the previous example, the efforts
involving the black-footed ferrets may
have been the subject of other Federal
and State permits. We acknowledge that
the June 11, 2003, order stated that its
prohibitions did not apply to persons
who transport listed animals to
veterinarians or animal control officials
““or other entities pursuant to guidance
or instructions issued by federal, State,
or local government authorities.” The
order’s reference to Federal, State, and
local government authorities has created
some confusion as to whether any
Federal or State permit issued before
June 11, 2003, constituted “guidance or
instructions’ that would create an
exception to the order. Through this
interim final rule, we are clarifying that
we do not consider all Federal, State, or
local government permits as
automatically creating an exception to
the prohibitions against transport, sale,
etc., because we have no assurance that
such Federal, State, or local government
permits provide adequate safeguards to
prevent the spread of the monkeypox
virus. Therefore, 21 CFR
1240.63(a)(2)(ii) requires you to obtain
written permission from FDA to
capture, offer to capture, transport, offer
to transport, sell, barter, or exchange,
offer to sell, barter, or exchange,
distribute, offer to distribute, and/or
release a listed animal into the
environment.

We also acknowledge that 21 CFR
1240.63(a)(2)(ii) appears to conflict with
a position that we took on July 2, 2003,
in a document titled, “Wild-to-Wild

Translocation or Transportation of
Prairie Dogs” (“Wild-to-Wild
document”’) (Ref. 17). The Wild-to-Wild
document was intended to address
situations where a wild population of
prairie dogs would be relocated to
another wild habitat, and the document
suggested that States that have not been
implicated in the monkeypox outbreak
issue guidance or instructions for
translocating prairie dogs within a State,
and it listed the States that had been
implicated in the monkeypox outbreak
as of June 27, 2003. The Wild-to-Wild
document was interpreted as giving
State and local governments in
nonimplicated States the ability to
decide on translocating prairie dogs
without having to obtain an exemption
from FDA or CDC. However, the policies
expressed in the Wild-to-Wild
document have caused some
uncertainty, particularly as some States
have been listed as being affected by the
monkeypox virus, and then “de-listed.”
For example, if a person began
translocating prairie dogs in a non-listed
State, but the State was then listed
before the translocation process could
be completed, should that person seek
an exemption from FDA for those
prairie dogs that had not been
translocated before the State was listed?
Or could the person complete the
translocation process without an
exemption from FDA because the
translocation process began when the
State was not listed? The Wild-to-Wild
document also created the potential for
conflicting policies between States. For
example, one State could adopt strict
criteria to ensure that certain safeguards
were observed, while a neighboring
State could have no criteria at all and
decide on wild-to-wild translocations
on an ad hoc basis. Given these issues
and potential problems, we have
decided that the written permits in 21
CFR 1240.63(a)(2)(ii)(B) must be
obtained and will no longer observe the
policies expressed in the Wild-to-Wild
document. In other words, all wild-to-
wild translocations or transportation of
prairie dogs, other than those that
occurred before the date of this interim
final rule, will need a written permit
under 21 CFR 1240.63(a)(2)(ii)(B), and
the interim final rule supersedes the
Wild-to-Wild document.

3. What Actions Can FDA Take? (21
CFR 1240.63(b))

FDA has limited knowledge as to
which kinds of animals in the United
States may be vulnerable to the
monkeypox virus, but it is extremely
difficult, if not impossible, to eradicate
a virus once it becomes established in
a country or region. For example, the
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West Nile virus was unknown in the
United States before 1999. The virus
apparently arrived in the eastern United
States and quickly spread, via
mosquitoes, to domestic bird species,
other animal species (such as horses),
and to humans. In 1999, the virus was
reported in 4 States; by October 2003, 45
States had reported cases of the West
Nile virus activity in humans or other
animals. The virus’s continued spread
in the United States suggests that it is
now permanently established in the
United States.

To prevent the monkeypox virus from
spreading and becoming established in
the United States, 21 CFR 1240.63(b)(1)
authorizes FDA to take the following
actions:

* Issue an order causing an animal to
be placed in quarantine. An order
causing an animal to be placed in
quarantine could extend to kinds of
animals not named in this interim final
rule. For example, if a potentially
infected prairie dog had been in contact
with a ferret, it would be reasonable to
quarantine the ferret to ensure that it
was not infected with the monkeypox
virus;

* Issue an order causing an animal to
be destroyed; and

* Take other actions as necessary to
prevent the spread of the monkeypox
virus.

For example, if a pet store were going
out of business, FDA could, under the
interim final rule, make arrangements
with the appropriate Federal, State,
local and tribal authorities to take
temporary possession of the animals.

21 CFR 1240.63(b)(1) also states that
the authority to issue these orders or to
take any other action is ““in addition to
any other authorities in this part.” The
reference to other authorities includes,
for example, 21 CFR 1240.30, which
allows FDA to take measures to prevent
the spread of communicable disease,
“including inspection, fumigation,
disinfection, sanitation, pest
extermination, and destruction of
animals or articles believed to be
sources of infection.”

FDA will issue all orders in writing.
The order will contain other details,
such as the animals covered by the
order, your ability to appeal the order
(including instructions on filing an
appeal), and any other conditions on
quarantine or destruction. FDA officials
ordinarily will not themselves
quarantine or destroy an animal.
Instead, FDA officials will order that the
animal be quarantined or destroyed, and
the individual receiving the order will
be responsible for placing the animal in
quarantine or having it destroyed and
any costs associated with quarantining

or destroying the animal. CDC has
issued guidance to animal health
officials on the disposition of animals
(Refs. 18 and 19).

Additionally, there may be instances
where it is difficult to identify an
animal as belonging to a particular
species. Some species may resemble
another, and juvenile animals may look
different from adult animals. Thus, if
you capture, offer to capture, transport,
offer to transport, sell, barter, or
exchange, offer to sell, barter, or
exchange, distribute, or offer to
distribute any rodent, FDA strongly
advises you to take steps to accurately
and reliably identify the species
involved. Accurate and reliable
identification will reduce the potential
for disagreements as to whether an
animal or group of animals is or should
be subject to an order and avoid
potential, unfortunate instances where
animals that cannot be readily identified
or whose species identification is in
dispute are included in an order to
cause their destruction.

If a person violates 21 CFR 1240.63,
that person may be subject to fines,
imprisonment, and inspections.
Penalties for violating the rule are
discussed in section IV of this
document.

4. Can You Appeal an Order? (21 CFR
1240.63(c))

If you receive a written order to cause
an animal to be placed in quarantine or
to cause an animal to be destroyed, 21
CFR 1240.63(c) allows you to appeal
that order. Your appeal must be in
writing and be submitted to FDA within
2 business days after you receive the
order. As part of your appeal, you may
request an informal hearing, and your
appeal must include specific facts
showing there is a genuine and
substantial issue of fact that requires a
hearing. For example, if the order was
to cause the destruction of prairie dogs,
and you have beavers instead of prairie
dogs, a genuine and substantial issue of
fact (i.e., whether you have the animals
described in the order) would exist. In
contrast, if the order was to cause the
destruction of prairie dogs, and you
simply disagreed with the idea of
destroying any animal, there would be
no genuine and substantial issue of fact,
and FDA would not conduct a hearing
for your appeal. The interim final rule
instructs you to send your appeal to the
FDA District Director whose office
issued the order.

If FDA grants your request for an
informal hearing, FDA will follow the
regulatory hearing requirements at 21
CFR part 16, except that the written
order will serve as notice of opportunity

for a hearing for purposes of initiating
the hearing under 21 CFR 16.22(a).
Additionally, 21 CFR 1240.63(c)(3)
states that the presiding officer will
issue a decision instead of issuing a
report and a recommended decision as
would normally be required under 21
CFR 16.60(e) and (f). (Under pre-existing
FDA regulations, the Commissioner of
Food and Drugs may delegate the
authority to an FDA employee to serve
as the presiding officer (see 21 CFR
16.42(a).) The interim final rule gives
the presiding officer the authority to
issue a decision so that the agency may
deal with infected or potentially
infected animals quickly; otherwise, if
the presiding officer were to issue
reports and recommendations, final
action on an animal’s status would be
delayed, and this would increase the
possibility that the animal, if infected,
could escape or otherwise transmit the
monkeypox virus to humans or other
animals.

FDA has also amended 21 CFR
16.1(b)(2) to add 21 CFR 1240.63 to the
list of regulatory provisions for which a
part 16 regulatory hearing is available.

C. What Does CDC’s Rule Say?

1. Where Is the Rule Codified? (42 CFR
71.56)

The interim final rule creates a new
42 CFR 71.56 titled, “African rodents
and other animals that may carry the
monkeypox virus.”

2. What Does the Rule Prohibit? (42 CFR
71.56(a))

42 CFR 71.56(a) contains only two
general prohibitions. In brief, under 42
CFR 71.56(a)(1)(i), you must not import
or offer to import any rodents, whether
dead or alive, that were obtained,
directly or indirectly, from Africa, or
whose native habitat is Africa; any
products derived from such rodents, any
other animal, whether dead or alive,
whose importation the Director of CDC
has prohibited by order, or any products
derived from such animals. This
provision is intended to prevent the
further importation of infected and
potentially-infected rodents and
represents a slight modification from the
import restriction that appeared in the
June 11, 2003, order. The June 11, 2003,
order barred importation of “all rodents
from Africa.” The rule’s import
prohibition is intended to make clear
that it covers any rodents that were
caught in Africa and then shipped
directly to the United States or shipped
to other countries before being imported
to the United States. The prohibition
also applies to rodents whose native
habitat is in Africa, even if those rodents
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were born elsewhere. For example, 42
CFR 71.56(a)(1)(i) would apply to a
Gambian giant pouched rat even if that
animal was born outside Africa. A broad
import ban on African rodents is
necessary because there is no quick,
practical method for determining
whether a specific animal was born in
a particular geographic region. The
import restriction complements efforts
taken by the U.S. Fish and Wildlife
Service to prevent the importation of
infected animals (Ref. 20).

Similarly to 21 CFR 1240.63, 42 CFR
71.56 applies to dead animals. Some
individuals have attempted to conceal
“bushmeat” (a term used to describe
meat obtained from animals taken in the
wild or the “bush”) from Federal
authorities since the June 11, 2003,
order was issued and others have
attempted to import preserved
specimens of listed species. The
monkeypox virus can remain infectious
in bushmeat (Refs. 1, 21, and 38), and
CDC is unaware of data demonstrating
the safety of raw or even prepared
bushmeat. Preparation methods such as
smoking, salting, or brining bushmeat
may slow down bushmeat’s decay, but
may not render bushmeat free of
infectious agents. Therefore, 42 CFR
71.56(a)(1) applies to live and dead
African rodents.

42 CFR 71.56(a)(1)(ii) states that you
must not prevent or attempt to prevent
CDC from causing an animal to be
quarantined, re-exported, or destroyed
pursuant to a written order for that
animal’s quarantine, re-export, or
destruction. (For purposes of this rule,
“quarantine” means that the animal is
held or stored in an isolated area, and
all further movement has been restricted
so as not to expose other animals.) Most
individuals will cooperate with a
written order to quarantine, re-export, or
destroy an infected animal, but some
individuals may attempt to avoid those
consequences by releasing the animal
instead. Releasing an infected or
potentially infected animal would create
a serious risk to animal and human
health because the monkeypox virus
could then spread to native animal
species and become established in the
United States. Therefore, if you prevent
or attempt to prevent us from causing an
animal to be quarantined, re-exported,
or destroyed, you may be subject to
criminal penalties. (For more
information on penalties, section IV of
this document.)

Similarly to 21 CFR 1240.63(a)(2), 42
CFR 71.56(a)(2) recognizes that there are
limited circumstances warranting
exemptions from some prohibitions.
Consequently, under 42 CFR 71.56(a)(2),
an individual may seek written

permission from CDC to import any
rodents that were obtained, directly or
indirectly, from Africa, or whose native
habitat is Africa, or any other kind of
animal whose importation the Director
has prohibited by order. The interim
final rule describes the procedures for
seeking written permission from CDC
and the information that should be
submitted with any request and also
states that the request must be limited
to scientific, exhibition (such as
exhibition of an animal at a zoo), or
educational purposes. CDC is limiting
the request to scientific, exhibition, or
educational purposes because it
recognizes the important contributions
that these rodents may make to science,
education, and conservation. CDC will
respond, in writing, to all requests, and
it also may impose conditions in
granting an exemption. If CDC decides
against granting written permission, that
decision may be appealed by writing to
the CDC official whose office denied the
request. The appeal must state the
reasons for the appeal and show there
is a genuine and substantial issue of fact
in dispute. CDC will issue a written
response to the appeal which will
constitute final agency action.

42 CFR 71.56(a)(3) represents another
exemption from the import restrictions.
Some individuals have asked whether
they could import taxidermied animals
or animal trophies, while other
questions have involved products
derived from animals, such as brushes
that use animal hair and animal skins.
Products derived from rodents, such as
products that use rodent hair, quills,
bones, and skins, may contain viable
monkeypox virus if the animal from
which they are derived was infected
with monkeypox. This is based on the
fact that variola virus, a related pox
virus, has been shown to remain viable
in proteinaceous exudates for as long as
1 year (Ref. 22). If these products are
properly processed to render them
noninfectious, they pose no disease risk.
Such processes would include
inactivation by:

» Heat (heated to an internal
temperature of 70 °C or placed in
boiling water for a

minimum of 30 minutes);

* Preservation in 2 percent
formaldehyde;

* Chemically treating in acidic or
alkaline solutions (soaking in a solution
below pH 3.0 or above pH 11.5 for 24
hours); or

* The use of hypertonic salts.
Vaccinia virus, a related pox virus, was
shown to be inactivated after heating in
neutral salt buffer solution for 90
minutes at 50 °C or after heating for 60
minutes at 55 °C (Ref. 23). Support for

these methods can be found in the pox
virus material safety data sheet
compiled by Health Canada, http://
www.hc-sc.gc.ca/pphb-dgspsp/msds-
ftss/msds160e.html, which states that
pox viruses are rendered nonviable by 2
percent formaldehyde, and heating to <
60 °C. Procedures for alkaline and acid
inactivation are based on the OIE 2003
Terrestrial Animal Code procedures for
food and mouth disease (Article 3.6.2.1)
(http://www.oie.int/eng/normes/MCode/
A 00144.htm). (FDA has verified the
Web site address, but FDA is not
responsible for any subsequent changes
to the Web site after this document
publishes in the Federal Register.)
Products derived from African rodents,
if treated using one of these methods,
are not subject to the import prohibition
at 42 CFR 71.56(a)(1) and may be
imported without written permission
from CDC. Similarly, fully taxidermied
African rodents and completely finished
trophies present no disease risk and
therefore may be imported without
written permission from CDC. Products
imported under the exception in 42 CFR
71.56(a)(3) are subject to inspection to
ensure that they do meet the conditions
set forth in 42 CFR 71.56(a)(3).

3. What Actions Can CDC Take? (42 CFR
71.56(b))

To prevent the monkeypox virus from
spreading and becoming established in
the United States, 42 CFR 71.56(b) gives
CDC the authority to:

* Issue an order causing an animal to
be placed in quarantine;

* Issue an order causing an animal to
be re-exported;

* Issue an order causing an animal to
be destroyed; or

» Take any other action necessary to
prevent the spread of the monkeypox
virus.

The Director of CDC can also use
other authorities to help prevent the
spread of monkeypox. For example,
under 42 CFR 71.32(b), if the Director
has reason to believe that there is an
article (including an animal) arriving at
a United States port and that article is
or may be infected with a
communicable disease, the Director may
require such actions as detention,
disinfection, or other related measures
necessary to prevent the introduction,
transmission, or spread of
communicable disease. Consequently,
42 CFR 71.56(b) recognizes that the
Director may use other authorities, and
states that the authority to issue orders
or to take other action is “in addition to
any other authorities under this part.”

Any orders issued by CDC, similar to
those issued by FDA, will be in writing
and will contain other details, such as
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the animals covered by the order, the
ability to appeal an order, and any other
conditions on quarantine, re-export, or
destruction. CDC officials ordinarily
will not themselves quarantine, re-
export, or destroy an animal. Instead,
CDC officials will order that the animal
be quarantined, re-exported, or
destroyed, and the individual receiving
the order will be reponsible for placing
the animal in quarantine or having it re-
exported or destroyed and be
responsible for any costs associated
with quarantining, re-exporting, or
destroying the animal. CDC has issued
guidance to animal health officials on
the disposition of animals.

CDC emphasizes that there may be
instances where it is difficult to identify
an animal as belonging to a particular
species. Some species may resemble
another, and juvenile animals may look
different from adult animals. Thus, if
you import any rodent, CDC strongly
advises you to take steps to accurately
and reliably identify the species
involved. Accurate and reliable
identification will reduce the potential
for disagreements as to whether an
animal is or should be subject to an
order and avoid potential, unfortunate
instances where animals that cannot be
readily identified or whose species
identification is in dispute are included
in an order to cause their destruction.

4. Can You Appeal an Order? (42 CFR
71.56(c))

If you received a written order to
cause an animal to be placed in
quarantine, re-exported, or destroyed,
42 CFR 71.56(c) explains that you may
appeal that order. Your appeal must be
in writing and be submitted to the CDC
official whose office issued the order,
and you must submit the appeal within
2 business days after you receive the
order. Your appeal must state the
reasons for the appeal and show that
there is a genuine and substantial issue
of fact in dispute. CDC will issue a
written response to the appeal which
will constitute final agency action.

D. When Does the Rule Become
Effective?

For the effective date of the interim
final rule see the DATES section of this
document.

E. Will We Revoke Or Amend the Rule
if Monkeypox Is Eradicated in the
United States?

Monkeypox is endemic in parts of
Africa. Therefore, we do not anticipate
revoking the prohibition on import of
African rodents and any other animals
that the Director of CDC has specified
under 42 CFR 71.56(a)(1)(i). However,

FDA will revoke or amend, as
warranted, all or parts of 21 CFR
1240.63 if FDA concludes that
monkeypox is eradicated or adequately
controlled so that the virus does not
become established in the United States.
FDA'’s decision would depend on
scientific principles for controlling
zoonotic diseases. For example, if the
incubation period is known, then it
would be prudent to continue the
restrictions for a time period that is
double the incubation period to ensure
that there is little further risk of
infection or restarting the monkeypox
outbreak. CDC tests on some animals
involved in the original April 9, 2003,
shipment from Ghana suggest that,
insofar as dormice are concerned, the
incubation period may be as long as 2.5
months. If FDA rounds this time frame
up to 3 months, and then doubles the
incubation period, there would appear
to be little further risk of infection after
6 months had passed with no further
evidence of monkeypox identified, and
FDA would be able to take actions to
revoke or amend 21 CFR 1240.63. The
last infected animal from the April 9,
2003, shipment that died from
monkeypox died on July 20, 2003. There
have been no identified monkeypox
cases in animals or people in the United
States since that date. If no further
monkeypox cases are identified in the
United States, and if there is no new
information warranting an extension of
the 6-month time period, FDA intends
to revoke or amend 21 CFR 1240.63 as
early as January 20, 2004, which will be
6 months after July 20, 2003. At that
time, if FDA decided to revoke or
amend 21 CFR 1240.63, it would
publish an appropriate document (such
as a proposed rule or direct final rule)
in the Federal Register. FDA invites
comments on this approach.

We emphasize that any possible
revocation or amendment of 21 CFR
1240.63 may also depend on new data
or new developments. For example,
various animal studies are being
conducted to learn more about the
incubation period and transmission
dynamics of monkeypox. If those
studies suggest that the period for
incubation and transmission may be
longer than 2.5 months, FDA could
decide to recalculate the date on which
it might revoke or amend 21 CFR
1240.63. Studies are also underway to
determine whether certain species that
may be infected with the virus, but not
display any symptoms, can infect other
species. To illustrate how the virus
could spread from an asymptomatic
animal, assume that an animal can carry
the monkeypox virus, but that the

animal does not develop monkeypox. If
that animal later comes into contact
with prairie dogs, a species which is
already known to be susceptible to
monkeypox, then the prairie dogs could
become infected, and another
monkeypox outbreak in prairie dogs
could erupt. Again, if studies suggest
that species can be asymptomatic, but
still infectious, those results could cause
FDA to recalculate the date on which it
could revoke or amend 21 CFR 1240.6.

F. What Actions Can be Taken to
Prevent Outbreaks of Other Zoonotic
Diseases?

If another outbreak of a different
zoonotic disease occurred in the United
States, we would take actions
comparable to those we have taken to
address monkeypox, modifying those
actions as appropriate to the new
circumstances. However, we believe
that the introduction of monkeypox into
the United States shows that we need to
develop measures to prevent or
minimize the likelihood of other
zoonotic disease introductions or
outbreaks. As noted in section IV of this
document, section 361 of the PHS Act
authorizes the Secretary to make and
enforce such regulations as judged
necessary to prevent the introduction,
transmission, or spread of
communicable diseases from foreign
countries into the States or from one
State to another State. We may regulate
intrastate transactions under this
authority as appropriate (see State of
Louisiana v. Mathews, 427 F. Supp. 174
(E.D. La. 1977)). We may, therefore,
publish a document in the Federal
Register that would discuss possible
regulatory approaches, such as:

* Banning the import into the United
States, as well as the capture, sale and
distribution within the United States, of
certain categories of: Animals (e.g.,
rodents, marsupials, and bats), or
animals captured in the wild, or animals
captured in the wild from certain
regions of the world, including regions
within the United States (e.g., prairie
dogs in the United States due to their
potential to carry plague or tularemia);
or

* Requiring health certifications and
subsequent quarantine and health
examination and/or testing prior to
import or domestic distribution of
certain categories of animals; or

* Requiring assessments of potential
disease risks prior to import or domestic
distribution of certain categories of
animals, with the imposition of
conditions or restrictions depending on
the level of risk presented.

If we decide to publish a document in
the Federal Register that addresses the
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broader issues of zoonotic diseases and
exotic species, that document will
provide an opportunity for public
comment on those issues.

IV. What Is the Legal Authority for This
Rulemaking?

Because the public health objective is
to prevent the spread of communicable
disease, we are issuing the rule under
section 361 of the Public Health Service
Act (PHS act) (42 U.S.C. 264). Section
361 of the PHS act authorizes the
Secretary to make and enforce such
regulations as judged necessary to
prevent the introduction, transmission,
or spread of communicable diseases
from foreign countries into the States or
from one State to another State. We may
regulate intrastate transactions under
this authority as appropriate (see State
of Louisiana v. Mathews, 427 F. Supp.
174 (E.D. La. 1977)).

Section 361 of the PHS act also
provides for such inspection and
destruction of articles found to be so
infected or contaminated as to be
sources of dangerous infection to
humans, and other measures, as may be
deemed by the Secretary to be
necessary.

We have invoked section 361 of the
PHS act to regulate various activities
and articles. FDA has invoked this
authority, for example, to prevent the
transmission of communicable disease
through certain shellfish, turtles, certain
birds, and human tissue intended for
transplantation (see 21 CFR 1240.60
(molluscan shellfish), 1240.62 (turtles),
1240.65 (psittacine birds), and 1270.1
through 1270.43 (human tissue)). CDC
has invoked section 361 of the PHS act
to control the importation of dogs and
cats, turtles, nonhuman primates,
etiological agents, and dead bodies (see
42 CFR 71.51 through 71.55,
respectively). CDC has also regulated
the interstate shipment of etiologic
agents under this authority (see 42 CFR
part 72).

Section 368 of the PHS act (42 U.S.C.
271) provides the authority to enforce
section 361 of the PHS act. Under
section 368(a) of the PHS act, any
person who violates a regulation
prescribed under section 361 of the PHS
act may be punished by imprisonment
for up to 1 year (42 U.S.C. 271(a)).
Individuals may also be punished for
violating such a regulation by a fine of
up to $100,000 per violation if death has
not resulted from the violation or up to
$250,000 per violation if death has
resulted (18 U.S.C. 3559, 3571(b)).
Organizations may be fined up to
$200,000 per violation not resulting in
death and $500,000 per violation
resulting in death (18 U.S.C. 3559,

3571(c)). In addition, Federal district
courts have jurisdiction to enjoin
individuals and organizations from
violating regulations implementing
section 361 of the PHS Act. You should
also note that if we add more animals
under 21 CFR 1240.63(a)(1)(i)(H) or 42
CFR 71.56(a)(1)(i), any violation
involving those additional animals
would be considered to be a violation of
a regulation prescribed under section
361 of the PHS act.

We are proceeding without notice and
comment rulemaking because we need
to have regulations in place
immediately to address the monkeypox
situation. Under the provisions of the
Administrative Procedure Act at 5
U.S.C. 553(b)(B), we find for good cause
that prior notice and comment on this
rule are impracticable and contrary to
the public interest. It is imperative that
we act quickly to clarify and maintain
restrictions on the African rodents,
prairie dogs, and other animals to
prevent the monkeypox virus from
spreading and becoming established in
the United States.

V. What Is the Environmental Impact?

FDA has determined under 21 CFR
25.32(g) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

In the absence of an applicable
categorical exclusion, the Director, CDC,
has determined that provisions
amending 42 CFR part 70 will not have
a significant impact on the human
environment. This determination is
consistent with the FDA determination
that the provisions in 21 CFR part 1240
are covered by a categorical exclusion.

VI. What Is the Result of the Analysis
of Impacts?

We have examined the impacts of the
interim final rule under Executive Order
12866, and the Regulatory Flexibility
Act (5 U.S.C. 601-612), and under the
Unfunded Mandates Reform Act
(UMRA) (2 U.S.C. 1501 et seq.).
Executive Order 12866 directs agencies
to assess all costs and benefits of
available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages,
distributive impacts, and equity). Unless
we certify that the rule is not expected
to have a significant economic impact
on a substantial number of small
entities, the Regulatory Flexibility Act,

as amended by the Small Business
Regulatory Flexibility Act (SBREFA),
requires agencies to analyze regulatory
options that would minimize any
significant economic impact of a rule on
small entities. Section 202 of UMRA
requires that agencies prepare a written
statement of anticipated costs and
benefits before proposing any rule that
may result in an expenditure by State,
local, and tribal governments in the
aggregate, or by the private sector, of
$100 million in any one year (adjusted
annually for inflation). We have
conducted analyses of the rule, and
have determined that the rule is
consistent with the principles set forth
in the Executive Order and in these
statutes.

The interim final rule is not a
significant regulatory action as defined
by the Executive Order. This regulatory
action is also not a major rule under the
Congressional Review Act. However, the
Regulatory Flexibility Analysis
concludes that the rule may have a
significant impact on a substantial
number of small entities. The Unfunded
Mandates Reform Act does not require
us to prepare a statement of costs and
benefits for the interim final rule
because the rule is not expected to
result in any one-year expenditure that
would exceed $100 million adjusted for
inflation. The current inflation-adjusted
statutory threshold is about $110
million.

A. Objectives and Basis for the Action

Incomplete data preclude us from
developing a quantitative estimate of the
economic benefits or costs of this rule.
However, we believe that the rule is
necessary to minimize the risk of
establishing and spreading the
monkeypox virus. The rule formalizes
an administrative ban on trade,
transport, and import of certain animals
and sets forth a process to obtain
exemptions. In particular, the interim
final rule prohibits the capture, offer to
capture, transport, offer to transport,
sale, barter, or exchange, offer to sell,
barter, or exchange, distribution, offer to
distribute, and release into the
environment of prairie dogs and other
specific animals, and it prohibits
importation of African rodents. The
interim final rule supersedes the June
11, 2003, order and allows permits for
exemptions in cases that pose little risk
of establishing or spreading the
monkeypox virus.

B. The Nature of the Impacts

This rule has several impacts. It
continues and clarifies the prohibition
of the import of African rodents, as well
as the capture, offer to capture,
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transport, offer to transport, sale, barter,
or exchange, offer to sell, barter, or
exchange, distribution, offer to
distribute, and release into the
environment of prairie dogs and other
specific animals, but allows parties to
apply for exemptions in instances that
would not pose a risk of establishing or
spreading the monkeypox virus. Thus,
importers of small mammals would
have to find animals other than African
rodents to satisfy market demands for
unusual pets. Firms that supply prairie
dogs and other listed animals as pets
would be unable to do so and would
have to switch to different animals. In
addition, some animals may be
destroyed if it is determined that such
action is necessary to prevent the
further spread of monkeypox in the
United States. While we have not
generated quantitative estimates of the
magnitude of these effects, available
evidence suggests that they are
relatively small.

We invite comment on the economic
analysis in support of this interim final
rule.

C. Need for the Rule

A new infectious disease, if
uncontrolled, can have large adverse
economic effects. It does so because a
single infection can lead to a few new
cases, which in turn can lead to many
others. Through this multiplier effect, a
single uncontrolled case of a new
disease may trigger an epidemic. For
example, West Nile virus, a mosquito-
borne zoonotic disease originally from
Africa, sickened more than four
thousand Americans and killed 284 in
2002 alone, although it was not
recorded in the United States before
1999 (Ref. 24). West Nile virus has also
affected populations of many
indigenous species of birds and
mammals. Existing economic incentives
to control such risks are generally
inadequate because the costs of such

risks to third parties are not borne by
the owners of infected animals.

Notwithstanding the inadequacy of
incentives to control risks associated
with monkeypox virus, trade in some of
the animal species affected by this rule
fell before any announced government
action. An on-line trading service,
exoticpets.com, listed on June 13, 2003,
all of the advertisements to sell prairie
dogs that had been posted since May 15,
2003. These data, though they represent
advertised prices and not the actual
prices of completed transactions at a
single website, suggest that the market
responded very quickly to rumors
linking prairie dogs to the monkeypox
outbreak. Five announcements to sell or
to buy prairie dogs as pets appeared in
the 7 days beginning May 15, 2003.
Three more advertisements appeared in
the 7 days starting May 22, 2003, and
ending May 28, 2003, with the very last
announcement posted on May 27, 2003.
BILLING CODE 4160-01-S
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Figure 1
Advertised Prices for Prairie Dogs and
Suspected Cases of Monkeypox in the United States
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The prairie dog trading market then
seemed to vanish, even before the
earliest report linking prairie dogs to the
outbreak of monkeypox. On June 6,
2003, one day before any announcement
by CDC, Wisconsin health officials
banned the sale, importation, and
display of prairie dogs because of
human disease outbreak associated with
animal-borne transmission (Ref. 25).
Three notices mentioning the illness
and the restrictions on trade appear at
exoticpets.com in lieu of advertisements
on June 8 and 9, 2003. No subsequent
announcements or advertisements
appear on the website. These data,
summarized in Figure 1, suggest that the
market reactions to risks of
contaminated pets may have already
curtailed most, if not all, of the retail
trade.? Statistical testing of the prairie
dog advertisement appearance rates
before and after the CDC announcement
shows a 99.3 percent chance that there
was a real change in the daily
advertisement appearance rate (i.e., the
rate difference is very likely not the
result of mere chance).2 According to
the prices listed in classified
advertisements posted at
exoticpets.com, neither the markets for
other pets, such as rabbits, nor the
frequency of such advertisements, have
been affected.

While the market has responded
quickly to the outbreak, it is also
important to note that the market
enabled the outbreak to occur in the first
place. With less vigilant public health
surveillance, or with private parties that
were less cooperative or less
responsible, infected prairie dogs could
have been distributed more broadly in
commerce, posing greater disease risks.
In addition, infected prairie dogs might
have been released into the wild, posing
large risks to native mammals and,
through them, to humans. This rule
would minimize the risks that such
events could occur by requiring permits
if individuals capture, transport, sell,
barter, exchange, distribute, or release
animals that have been implicated in
the monkeypox outbreak.

1Figure 1 excludes one advertisement because it
was a solicitation to buy without reference to price.

2From May 15, 2003, through May 28, 2003 (14
days inclusive), there were 8 days when
advertisements for prairie dogs appeared at the web
site for exoticpets.com. Thus, on about 57 percent
(8/14=0.571) of the days, prairie dog advertisements
appeared. From May 29, 2003 through June 6, 2003
(9 days inclusive), there were no (zero) days when
prairie dog advertisements appeared. According to
Fisher’s Exact Test, the probability that these two
statistics came from the same distribution is 0.0072.
In other words, we are 99.3 percent certain that
there was a change in the daily appearance of
prairie dog advertisements between these two time
periods.

D. Baseline

Economic analysis of a regulatory
action requires as a first step the
identification of a baseline, a depiction
of the world in the absence of any
action, from which to calculate the
effects of the regulations. The baseline
for this rule is complicated by at least
two issues. First, as noted, news of the
epidemic has curtailed trade in advance
of Federal action. Buyers and sellers do
not want to trade animals that may be
infected with a virus that can make
people sick. To distinguish between the
effects of our actions to ban trade in
certain animals and the effects of
monkeypox on such trade, this analysis
uses as a baseline the current state of
affairs; that is, it recognizes that the
outbreak is ongoing and that the market
has responded.

An administrative order issued by
FDA and CDC on June 11, 2003, and
intended to manage the same risks as
this interim final rule also complicates
efforts to identify a baseline. We
propose to use two baselines to provide
full information about the effects of our
actions. First, we assume that there is no
administrative order, and second, we
assume that the baseline includes the
June 11, 2003, order.

With the second baseline there are no
costs and no benefits because the
interim rule formalizes and clarifies the
June 11, 2003, order, with the important
exception of a new procedure for
Federal permits allowing people to
import, capture, offer to capture,
transport, offer to transport, sell, barter,
or exchange, offer to sell, barter, or
exchange, distribute, offer to distribute,
and release into the environment prairie
dogs and other specific animals when it
otherwise would be prohibited. Relative
to the outright prohibition in the June
11, 2003, order, permits would lower
costs to parties seeking to import,
capture, offer to capture, transport, offer
to transport, sell, barter, or exchange,
offer to sell, barter, or exchange,
distribute, offer to distribute, and
release into the environment listed
animals. For example, zoos and related
animal facilities, prairie dog relocation
services, and research labs may request
permission to import, capture, transport,
or sell listed animals, and, if permission
is granted, they may continue such
activities that would otherwise be
prohibited by the June 11, 2003, order.
Generating quantitative estimates of the
cost savings from such permits is not
possible because of the uncertainty
associated with how and when such
permits would be granted. While these
exemptions may in principle pose some
risks, we believe that these are

negligible because permits would be
granted only in instances where
prohibited activities pose minimal risk
of establishing or spreading the
monkeypox virus.

E. Alternatives

Sound economic analysis requires an
assessment of reasonable alternatives.
The key alternative, and one on which
we solicit comment, is a “sunset”
provision ending the domestic
restrictions by January, 2004, unless we
made a determination that the ban was
necessary to protect health and safety.
The economic advantage of this
alternative relative to this interim final
rule may be the elimination of
permitting costs for capturing,
transporting, selling, bartering,
exchanging, distributing, or releasing an
animal that has been only a conduit and
not a source of infection, as well as
allowing for resumption of a prairie dog
market as existed before the disease. It
may, however, provide for later capture,
transport, sale, barter, exchange,
distribution, or release of an animal that
may carry other diseases.

We also considered whether it would
be possible to devise a regulatory
program that would allow for testing
and certification of animals, whereby
animals that had been certified to be
free of the monkeypox virus would not
be subject to the rule’s prohibitions. We
did not pursue this alternative because
studies are being conducted to
determine the incubation period in
various animal species and the manner
in which the virus may be transmitted.
In other words, scientific knowledge
about monkeypox is still evolving, so it
may be unlikely that a quick, reliable
testing method, particularly when
incubation periods and the extent to
which animals may be asymptomatic
carriers of the monkeypox virus are
unknown, will be developed in the
immediate future.

Assessment of other alternatives is
limited because the interim final rule
would allow exceptions to the
prohibited activities provided that
parties have Federal permits. The
specific criteria for these exceptions
have not been determined, but can be
expected to include those activities that
pose no risk of establishing or spreading
the monkeypox virus.

F. Benefits

A recent report indicates that 71 cases
of monkeypox in humans have been
reported in Illinois, Indiana, Kansas,
Ohio, Missouri, and Wisconsin (Ref. 4).
Detailed clinical information was
available for 30 cases reported in Illinois
and Wisconsin. Among these, the
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earliest reported onset of illness was on
May 15, 2003. For the majority of
patients (22 (73 percent)), a febrile
illness has either preceded or
accompanied the onset of a papular
rash; respiratory symptoms (16 (64
percent)), lymphadenopathy (14 (47
percent)), and sore throat (10 (33
percent)) also were prominent signs and
symptoms. The rash typically
progressed through stages of
vesiculation, pustulation, umbilication,
and encrustation. Early lesions became
ulcerated in some patients. Rash
distribution and lesions have occurred
on the head, trunk, and extremities;
many patients had initial and satellite
lesions on palms, soles, and extremities.
Rashes were generalized in some
patients. No fatalities have yet been
reported in the United States although
the case fatality rate in remote and
medically underserved areas of Africa is
between 1 percent and 10 percent (Ref.
26).

We lack data to estimate the value in
monetary terms that people might assign
to specific reductions in the risk of
monkeypox infections.

This rule would also reduce the risk
to public health that would result if
monkeypox became endemic in the
United States. (An “endemic” disease is
one that is confined to or characteristic
of a particular locality.) The potential
risks to humans from exposure to
monkeypox established among wild
animal populations would be
potentially large if the disease were not
controlled. Inadvertent contact between
infected pets and wild animals could
spread monkeypox into established wild
animal populations, causing widespread
disruption to ecosystems and
potentially exposing large numbers of
people to a new infectious agent. In
Africa, serologic evidence of
monkeypox infection has been found in
a wide variety of nonhuman primates,
rodents, and squirrels; monkeypox virus
has been isolated from a species of
squirrel in Zaire, but the role of any
particular species as a reservoir has not
been established. Some species of
primates, rodents, and lagomorphs
(such as rabbits) are known to be
susceptible. Although no infections
have been previously reported in dogs
or cats, these species may also be
susceptible to monkeypox (Ref. 27).
Thus, there is significant risk that
common, native mammalian species,
such as squirrels and rabbits, could
become reservoirs of this new disease if
it were released into the environment.
CDC has reported that a pet rabbit
treated at a veterinary clinic that also
had an infected prairie dog became ill

and died. The rabbit died

spontaneously, but the owner of that
rabbit became ill with a disease
compatible with the clinical description
of monkeypox; however, the rabbit
owner was not a laboratory-confirmed
case (Ref. 28). This rule would reduce
the risk of the monkeypox virus
spreading among both species known to
carry it, as well as the possibility of it
spreading through wild and pet species
currently not known to carry it.

Because this interim final rule would
be expected to reduce the frequency of
monkeypox outbreaks, there would also
be a commensurate reduction in
outbreak traceback efforts by the Federal
Government, as well as possible state
and local government efforts. The costs
of these traceback efforts would vary
depending on the size of the outbreak.

G. Costs

The costs of this interim rule are the
lost value to consumers and producers
associated with not being able to import,
capture, transport, sell, barter, exchange,
distribute, or release prairie dogs and
certain African rodents. We believe that
the costs are not likely to be high,
because the monkeypox outbreak has
already sharply curtailed the trade in
prairie dogs, as described above. This
curtailment occurred prior to Federal
regulatory action. Unfortunately, we
lack data on the magnitude of trade that
has occurred since the outbreak was
publicized in June, and so we present
instead data from before the outbreak.
These data overstate the costs of the rule
insofar as they ignore the reduction in
volume of trade likely already to have
resulted from the outbreak itself.
Indeed, if the data shown in Figure 1 are
representative of broader and long-
lasting market conditions, then the
interim final rule’s prohibition has no
impact on sales of prairie dogs as pets
because trade has vanished as a result
of the outbreak. If the trade in prairie
dogs would otherwise have resumed in
the absence of this order, then costs
would occur. Although we do not have
trade data for the other listed animals
during the same periods, we surmise
that similar reductions in trade of these
animals has also occurred.

Generally, the trade in prairie dogs
falls into several categories. In terms of
volume, the largest category with the
greatest number of animals traded
involves the market for pets. There are
currently about 10 to 15 million prairie
dogs in the United States (Ref. 29). In
2001, 30,000 prairie dogs were sold for
pets (Ref. 30). About 15,000 of the
30,000 sold were captured in Texas by
registered dealers (Ref. 31). Some 15,000
are exported annually (Ref. 29). Sales
over the last few years have remained

relatively constant, with sales and
prices slightly down since Japan, the
largest foreign market, banned
importation of prairie dogs on March 1,
2003.

Typically, pet stores purchase prairie
dogs from dealers for $50 to $60 each,
and re-sell to pet owners for about $150
each (Ref. 32). If average retail prices of
prairie dogs were $150 prior to the
monkeypox outbreak, annual prairie dog
sales in the pet market would appear to
be $4.5 million, although this estimate
must be seen as very approximate
because it is based on a market survey.

A ban on the capture, transport, sale,
barter, exchange, distribution, or release
of prairie dogs would have a noticeable
effect on prairie dog trappers who
supply the pet market, if it occurred in
the absence of an outbreak. Prairie dog
trappers would not be expected to incur
serious economic effects this year
because the peak of the prairie dog sales
season (April through June 1) has
passed (Ref. 32). A permanent
prohibition on transportation of prairie
dogs, however, could have a very
serious effect. Suppliers of pet supplies
and equipment intended for prairie dogs
and the other small, listed rodents may
also be affected by this action, but we
believe such effects will be small
because this equipment may also be
suitable for some other mammalian pets,
such as hamsters or guinea pigs.

A variety of relocation activities
involving prairie dogs are undertaken in
part because the Federal Fish and
Wildlife Service has assigned at least
one prairie dog species a status of
“warranted” under the Endangered
Species Act. Many of these activities
already require permits from State
agencies (Ref. 33). We lack information
on the scope or magnitude of such
activities or how they might be affected
by the June 11, 2003, order or by this
rule, but would expect some of them to
qualify for exemptions.

Another category of trade affected by
this rule is zoos, which routinely trade
animals for a variety of purposes,
although we lack information about the
extent of trade in prairie dogs or African
rodents. The American Zoo and
Aquarium Association (AZA) is the
largest zoo and aquarium organization
in the world. The AZA’s mission is to
establish, uphold, and raise the highest
zoological and aquarium industry
standards. It has accredited over 200
organizations, of which about 170 are
zoos in the United States. As of June 6,
2003, about 79 zoos in the United States
held 758 prairie dogs according to a
survey of data at the website for the
International Species Information
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System.3 We recognize that AZA has an
accreditation process for institutions
such as zoological parks, and a separate
certification process for related
facilities, such as wildlife refuges,
conservation research facilities, survival
or rehabilitation centers, breeding farms,
and educational organizations (Ref. 34).
AZA accreditation requires that
institutions follow the guidelines of the
American Association of Zoo
Veterinarians regarding medical
programs and zoo hospitals.

Data on the sale and imports of the
other rodents that would be prohibited
with this interim rule are limited. Data
from the U.S. International Trade
Commission show that about $38,000
worth of live African animals that could
reasonably be expected to include these
specific rodents were imported into the
United States in 2002. Information from
the Fish and Wildlife Service indicates
that, in 2002, nearly 8,000 African
rodents were imported into the United
States. We do not have information that
confirms that these separate database
measurements relate to the same
animals, but suggest that African rodent
imports appear to be relatively small.
Retail sales of such animals as pets
would be expected to be somewhat
higher than the value shown above due
to retailer price markups. Further, we
are unable to confidently estimate the
number of other listed animals (except
for prairie dogs) from either domestic or
imported origin that are sold each year
as pets in the United States. A recent
American Pet Products Manufacturers
Association survey does not list any of
the animals listed in this interim final
rule in its section on small animals (Ref.
35). Accordingly, we conclude that the
number of such animals is relatively
small.

The interim final rule would allow for
persons wishing to seek exemptions
from the rule’s prohibitions by
requesting written permission from FDA
or CDC. We have tentatively estimated
that about 60 such requests would be
made annually to FDA. We would
expect these requests to be made by
animal relocation specialists or others
involved in biological research or

3 The International Species Information System
(ISIS) maintains a computer-based information
system for wild animal species held in captivity.
The database contains information on ten thousand
species held in 586 institutions in 72 countries on
6 continents. Roughly 250 of these institutions are
professionally managed United States zoos, most of
which have been accredited by AZA. The ISIS Web
site allows web-based searches by species and is
updated weekly (see International Species
Information System (ISIS); conversation with Mr.
Nate Flesness, ISIS director; ISIS Web site
information (www.ISIS.org)). ISIS is located in
Apple Valley, Minnesota.

conservation efforts. These requests are
estimated to take 2 hours to complete.
We cannot confidently estimate an
average wage for those seeking
permission to transport listed animals,
but at a total annual burden of about 120
hours, we would expect the total cost
burden to range from $3,000 to $6,000.
FDA resource costs to process and
respond to each request are estimated to
total about 6 hours distributed across
various staff levels. We estimate that the
average pay level of these staff positions
at about $37 per hour. The
administrative effort to process these
requests would result in about $13,300
(60 requests x 6 hours per request x $37
per hour = $13,320) in costs to FDA.

Similar costs would be incurred by
those that would request written
permission from CDC to import a listed
animal. We estimate that CDC would
receive about 12 requests annually,
resulting in a cost burden of about $500
to these individuals. CDC would also be
expected to incur administrative costs to
process and respond to these requests
that would be similar to those incurred
by FDA. We estimate that those costs
may total to about $3,000.

This interim final rule may result in
the quarantine and/or destruction of an
unknown number of listed animals if we
determine that such action is necessary
to prevent the further spread of
monkeypox in the United States. We do
not have an estimate of the marginal
cost to quarantine, destroy or dispose of
an individual animal. Further, the
uncertainty surrounding the total
number of animals that would be
affected by this provision of the rule
makes it difficult to estimate a total cost
for such circumstances. We believe that
facilities for such purposes are available
and would not be expected to impose
substantial costs to the Government.

1. Regulatory Flexibility Analysis

The Regulatory Flexibility Act
requires agencies to examine regulatory
alternatives for small entities if that rule
may have a significant impact on a
substantial number of small entities.

a. Objective of the rule. The
implementation of this interim final rule
would ensure the safety of the human
and animal populations in the United
States from the monkeypox virus. The
objective of this interim final rule is to
reduce the risk to public health from the
spread of the monkeypox virus
throughout the United States.

b. Small entity definitions and
impacts. A regulatory flexibility
analysis (RFA) is required to estimate
the number of small entities to which
the interim final rule would apply. This
rule would affect importers of African

rodents, trappers and distributors of
prairie dogs, other small animal
distributors, as well as retail pet stores.

The Small Business Administration
(SBA) sets criteria by which it qualifies
businesses as small entities. The SBA
limit for small pet and pet supply stores
is $6 million in revenues. Census
Bureau data shows that about 6,500
retail pet store companies operate about
8,300 establishments in the United
States. A substantial number of these
firms (about 94%) have a single
establishment with average annual
revenues of about $356,000, thereby
qualifying them as small businesses. We
believe it is unlikely that the total sales
of all of the listed animals would
represent a significant portion of total
pet store sales. However, due to the lack
of data on total sales of these animals,
as well as the possibility that some pet
stores may specialize in the small
animals that are listed in this rule, we
cannot rule out the possibility that the
rule may have a significant impact on a
substantial number of these small
entities.

The SBA limit for small business
qualification for trappers is $3.5 million
or less in revenues. Prairie dog trappers,
as described previously, would surely
qualify as small businesses under this
definition (Ref. 32). For at least some of
these trappers, the loss of their profits
from the effects of this rule would likely
represent a significant impact on their
businesses.

The SBA limit for all small business
wholesale activities is set at 100
employees. We lack the data to
determine the extent to which
wholesalers and distributors of all small
animals listed in this interim final rule
(including those that import animals
and those that handle domestic animals)
would be affected by this rule. That
being the case, we allow for the
possibility that a substantial number of
those that are affected may be small
entities, and in some instances may
incur significant impacts due to this
rule.

We request public comment on the
size and structure of those firms or
persons involved in the trade of all
animals listed in this interim final rule
and the rule’s effects on such firms and
persons. The incompleteness of data, as
described previously, precludes us from
developing quantitative estimates of the
costs of this rule for each type of small
entity.

2. Analysis of Alternatives

As stated previously, one alternative

is a ““sunset” provision ending the

prohibitions on prairie dogs or other
animals at some point in the future,
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unless we determine that the ban was
necessary to protect health and safety.
The economic advantage of this
alternative relative to this interim final
rule may be the elimination of
permitting costs for transport in
domestic animals in the case that
monkeypox has not become endemic. It
may, again, provide for later capture,
transport, sale, barter, exchange,
distribution, or release of an animal that
may carry other diseases. This
alternative was not accepted because of
the uncertainty in predicting when a
ban would no longer be necessary.

A second alternative would have been
to allow the continued capture,
transport, sale, barter, exchange,
distribution, or release of the listed
animals, effectively doing nothing to
reduce the risk of further spread of
monkeypox. Although the market for at
least prairie dogs was apparently greatly
reduced due to public knowledge of the
monkeypox issue and seasonal variation
in the prairie dog market, this option
would have allowed those few in the
market that dismissed the severity of the
problem to continue to pose a risk that
monkeypox would become endemic to
domestic pets and wildlife and further
affect human health. For this reason it
was determined to be not acceptable.

A third alternative would have been
to exempt small businesses from this
interim final rule. However, because
about 94 percent of pet stores and
probably a large portion of small animal
trappers and wholesalers/distributors
are small businesses, this option would
have compromised the rule’s ability to
reduce the risk of establishing or
spreading the monkeypox virus in the
United States.

VII. Paperwork Reduction Act of 1995

This interim final rule contains
information collections that are subject
to review by the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.

3501-3520). A description of these
provisions is given below with an
estimate of the annual reporting burden.
Included in the estimate is the time for
reviewing instructions, searching
existing data sources, gathering and
maintaining the data needed, and
completing and reviewing each
collection of information.

Both FDA and CDC have requested
emergency processing of this proposed
collection of information under section
3507(j) of the PRA (44 U.S.C. 3507(j)
and 5 CFR 1320.13). Such emergency
processing is necessary in order to
respond immediately to the monkeypox
outbreak. This interim final rule, at 21
CFR 1240.63(a)(2)(ii)(A) and (B) and 42
CFR 71.56(a)(2)(i) and (ii), contains
information collection requirements. In
compliance with the PRA (44 U.S.C.
3507(d)), we have submitted a copy of
the information collection provisions of
this interim final rule to OMB for
review.

The information collections in this
interim final rule have been approved
under OMB control number 0910-0519
(for 21 CFR 1240.63) and OMB control
number 0920-0615 (for 42 CFR 71.56).
An agency may not conduct or sponsor
and a person is not required to respond
to a collection of information unless it
contains a currently valid OMB control
number.

Title: Control of Communicable
Diseases; Requests for Exemptions from
the Restrictions on African Rodents,
Prairie Dogs, and Certain Other
Animals.

Description: Monkeypox is a rare
zoonotic viral disease that occurs
primarily in the rain forest countries of
central and west Africa. Studies have
shown that infected rodents are capable
of transmitting the monkeypox virus to
humans. Limited person-to-person
spread of infection has been reported in
disease-endemic areas in Africa. It is
likely the virus is entering the United
States by way of rodent species

imported from Africa. Further
transmission of the virus likely occurred
in the storage and handling of these
rodents during sale and distribution
within the United States. This resulted
in secondary transmission to domestic
prairie dogs in this country housed in
the same animal-holding facility or pet
shop. Introduction of exotic species,
such as African rodents, poses a serious
public health threat because of the
potential of human monkeypox virus
infection. Transport, sale, or any other
type of distribution, including release
into the environment, of certain species
of rodents poses a serious public health
threat because of the potential for
further spread of the monkeypox virus
to other animal species and to humans.
To prevent the establishment and
spread of the monkeypox virus in the
United States, we are prohibiting the
capture, offer to capture, transport, offer
to transport, sale, barter, or exchange,
offer to sell, barter, or exchange,
distribution, offer to distribute, or
release into the environment of prairie
dogs and certain rodents and any other
animal so prohibited by order of the
Commissioner of Food and Drugs. We
are also prohibiting the importation of
all rodents that were obtained, directly
or indirectly, from Africa, or whose
native habitat is Africa, or any other
animal whose importation the Director
of CDC has prohibited by order. The
rule provides for exemptions from these
prohibitions and discusses our authority
to issue orders causing an animal to be
quarantined, re-exported, or destroyed.
The information collection burden is
associated with the process for seeking
an exemption.

Description of Respondents: Persons
who capture, offer to capture, transport,
offer to transport, sell, barter, or
exchange, offer to sell, barter, or
exchange, distribute, offer to distribute,
import, offer to import, or release into
the environment certain rodents.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?®

CFR Section No. of Respondents Anpneﬂaggzgf,%%igcy -il-?()(etgpl)cl)\lnoée%f ggg;sor?seé Total Hours
21 CFR 1240.63(a)(2)(ii)(A) and (B) 60 1 60 2 120
42 CFR 71.56(a)(2)(i) and (ii) 12 1 12 0.5-1.0 10
Total 130

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Our estimates are based on our
experience to date with the June 11,
2003, order and on similar requests
under FDA regulations. To estimate the

number of respondents, we examined
the number of requests and inquiries we
have received since the June 11, 2003,
order. Both FDA and CDC have received

fewer than 10 requests, and most
requests involved requests to move an
animal from one location to another.
(FDA also has received many inquiries.)
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As we cannot predict how the
monkeypox outbreak will be resolved,
we will tentatively estimate that there
will be 60 respondents for FDA’s
provisions and 10 respondents for
CDC’s provisions. Furthermore, based
on FDA'’s experience with submissions
seeking exemptions or waivers, we will
tentatively estimate that each
respondent will need 2 hours to
complete its request for an exemption.
Therefore, the total reporting burden
under 21 CFR 1240.63(a)(2)(ii)(A) and
(B) will be 120 hours (60 respondents x
2 hours per response = 120 hours).
CDC’s estimates for the burden of its
data collection are based on its
experience with the importation of non-
human primates. CDC estimates that
there will be 12 respondents annually
for this data collection. Respondents
will include individuals, businesses,
and organizations. Although CDC
estimates that most respondents will
submit only one request per year, CDC
feels that organizations may submit 2
requests per year. Individuals and
businesses submitting requests will
need 30 minutes to prepare the request.
Organizations will need 1 hour to
prepare an initial request and 10
minutes for subsequent requests. The
total annualized burden under 42 CFR
71.56(a)(2)(i) and (ii) will be 10 hours.
The requirements contained in 21
CFR 1240.63(c) and 42 CFR 71.56(c) are
not subject to review by OMB because
they are exempted under 5 CFR
§ 1320(a)(4), which exempts
“administrative actions * * * involving
an agency against specific individuals or
entities.”

VIII. Federalism

We have analyzed this interim final
rule in accordance with the principles
set forth in Executive Order 13132 and
have determined that the rule has
federalism implications. Federal
restrictions on the capture, offering to
capture, transport, offering to transport,
sale, barter, or exchange, or offering to
sell, barter, or exchange, distribution,
offering to distribute, or release into the
environment of certain rodents and
prairie dogs are both necessary and
appropriate to prevent the establishment
and spread of monkeypox virus in the
United States. In accordance with
section 361(e) of the PHS act (42 U.S.C.
264(e)), nothing in this interim final rule
supersedes any provisions of State or
local law except to the extent that such
a provision conflicts with this interim
final rule. For example, the interim final
rule does not prevent a State from taking
stronger measures to deal with infected
or possibly infected animals or to cover
additional species. Furthermore, while

some States have issued orders with
restrictions that cover fewer animal
species, those State requirements do not
conflict with the interim final rule and
would also not be superseded. However,
in accordance with section 361(e) of the
PHS act, any State or local law that
would permit any activity prohibited
under this interim final rule would be
in conflict with this rule and, therefore,
would be superseded.

We note that we have been in direct
contact with many States regarding the
June 11, 2003, order and efforts to
prevent the spread of monkeypox. We
believe that the public health requires
us to give this regulation immediate
effect. Through this interim final rule,
and under to section 4(e) of Executive
Order 13132, we are providing all
affected State, local, and tribal officials
notice and opportunity to participate in
this rulemaking.

IX. Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.
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List of Subjects
21 CFR Part 16

Administrative practice and
procedure.

21 CFR Part 1240

Communicable diseases, Public
health, Travel restrictions, Water

supply.
42 CFR Part 71

Airports, Animals, Communicable
diseases, Harbors, Imports, Pesticides
and pests, Public health, Quarantine,
Reporting and recordkeeping
requirements.

m Therefore, under the Public Health
Service Act and under authority
delegated to the Commissioner of Food
and Drugs and to the Director, Centers for
Disease Control and Prevention, 21 CFR
parts 16 and 1240 and 42 CFR part 71 are
amended as follows:

21 CFR CHAPTER |

PART 16—REGULATORY HEARING
BEFORE THE FOOD AND DRUG
ADMINISTRATION

» 1. The authority citation for 21 CFR
Part 16 continues to read as follows:

Authority: 15 U.S.C. 1451-1461; 21 U.S.C.
141-149, 321-394, 4671, 679, 821, 1034; 28
U.S.C. 2112; 42 U.S.C. 201-262, 263b, 364.

m 2. Section 16.1 is amended in
paragraph (b)(2) by numerically adding
an entry for § 1240.63(c)(3) to read as
follows:

§16.1 Scope.

* * * * *

(b] E

(2) * % %

§ 1240.63(c)(3), relating to a written
order to cause an animal to be placed in
quarantine or to cause an animal to be
destroyed.

* * * * *

PART 1240—CONTROL OF
COMMUNICABLE DISEASES

» 3. The authority citation for 21 CFR
part 1240 continues to read as follows:

Authority: 42 U.S.C. 216, 243, 264, 271.
m 4. Section 1240.63 is added to subpart
D to read as follows:

§1240.63 African rodents and other
animals that may carry the monkeypox
virus.

(a) What Actions Are Prohibited?
What Animals Are Affected?

(1) Except as provided in paragraph
(a)(2) of this section,

(i) You must not capture, offer to
capture, transport, offer to transport,
sell, barter, or exchange, offer to sell,
barter, or exchange, distribute, offer to
distribute, or release into the
environment, any of the following
animals, whether dead or alive:

(A) Prairie dogs (Cynomys sp.),

(B) African Tree squirrels
(Helioscirurus sp.),

(C) Rope squirrels (Funisciurus sp.),

(D) African Dormice (Graphiurus sp.),

(E) Gambian giant pouched rats
(Cricetomys sp.),

(F) Brush-tailed porcupines
(Atherurus sp.),

(G) Striped mice (Hybomys sp.), or

(H) Any other animal so prohibited by
order of the Commissioner of Food and
Drugs because of that animal’s potential
to transmit the monkeypox virus; and

(ii) You must not prevent, or attempt
to prevent, the Food and Drug
Administration (FDA) from causing an
animal to be quarantined or destroyed
under a written order for the animal’s
quarantine or destruction.

(2) The prohibitions in paragraph
(a)(1) of this section do not apply if you:

(i) Transport an animal listed in
paragraph (a)(1) of this section, or
covered by an order by the
Commissioner of Food and Drugs, to
veterinarians or animal control officials
for veterinary care, quarantine, or
destruction purposes; or

(ii) Have written permission from
FDA to capture, offer to capture,
transport, offer to transport, sell, barter,
or exchange, offer to sell, barter, or
exchange, distribute, offer to distribute,
and/or release into the environment an
animal listed in paragraph (a)(1) of this
section, or covered by an order by the
Commissioner of Food and Drugs. You
may not seek written permission to sell,
barter, or exchange, or offer to sell,
barter, or exchange, as a pet, an animal
listed in paragraph (a)(1) of this section
or covered by an order by the
Commissioner of Food and Drugs.

(A) To obtain such written permission
from FDA, you must send a written
request to the Division of Compliance
(HFV-230), Center for Veterinary
Medicine, Food and Drug
Administration, 7500 Standish P1.,
Rockville, MD 20855, Attn: Listed
Animal Permit Official. You may also
fax your request to the Division of
Compliance (using the same address in
the previous sentence) at 301-827-1498.

(B) Your request must state the
reasons why you need an exemption,
describe the animals involved, describe
the number of animals involved,
describe how the animals will be
transported (including carrying
containers or cages, precautions for
handlers, types of vehicles used, and
other procedures to minimize exposure
of animals and precautions to prevent
animals from escaping into the
environment), describe any holding
facilities, quarantine procedures, and/or
veterinarian evaluation involved in the
animals’ movement, and explain why an
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exemption will not result in the spread
of monkeypox within the United States.

(C) We (FDA) will respond, in writing,
to all requests, and we also may impose
conditions in granting an exemption.

(b) What Actions Can FDA Take?

(1) To prevent the monkeypox virus
from spreading and becoming
established in the United States, we
may, in addition to any other authorities
under this part:

(i) Issue an order causing an animal to
be placed in quarantine,

(ii) Issue an order causing an animal
to be destroyed, or

(iii) Take any other action necessary
to prevent the spread of the monkeypox
virus.

(2) Any order to cause an animal to
be placed in quarantine or to cause an
animal to be destroyed will be in
writing.

(c) How Do I Appeal an Order?

(1) If you receive a written order to
cause an animal to be placed in
quarantine or to cause an animal to be
destroyed, you may appeal that order.
Your appeal must be in writing and be
submitted to the Food and Drug
Administration District Director whose
office issued the order, and you must
submit the appeal within two business
days after you receive the order.

(2) As part of your appeal, you may
request an informal hearing. Your
appeal must include specific facts
showing there is a genuine and
substantial issue of fact that requires a
hearing.

(3) If we grant your request for an
informal hearing, we will follow the
regulatory hearing requirements at in
part 16, except that:

(i) The written order will serve as
notice of opportunity for that hearing,
for purposes of § 16.22(a) of this
chapter;

(ii) The presiding officer will issue a
decision rather than a report and a
recommended decision. The presiding
officer’s decision constitutes final
agency action.

42 CFR CHAPTER |
PART 71-FOREIGN QUARANTINE

= 5. The authority citation for 42 CFR
part 71 continues to read as follows:

Authority: Secs. 215 and 311 of the Public
Health Service (PHS) Act, as amended (42
U.S.C. 216, 243), secs. 361-369, PHS Act, as
amended (42 U.S.C. 264-272).

= 6. Section 71.56 is added to subpart F
read as follows:

§71.56 African rodents and other animals
that may carry the monkeypox virus.

(a) What Actions Are Prohibited?
What Animals Are Affected?

(1) Except as provided in paragraphs
(a)(2) and (a)(3) of this section,

(i) You must not import or attempt to
import any rodents, whether dead or
alive, that were obtained, directly or
indirectly, from Africa, or whose native
habitat is Africa, any products derived
from such rodents, any other animal,
whether dead or alive, whose
importation the Director has prohibited
by order, or any products derived from
such animals; and

(ii) You must not prevent or attempt
to prevent the Centers for Disease
Control and Prevention (CDC) from
causing an animal to be quarantined, re-
exported, or destroyed under a written
order.

(2) The prohibitions in paragraph
(a)(1) of this section do not apply if you
have written permission from CDC to
import a rodent that was obtained,
directly or indirectly, from Africa, or
whose native habitat is Africa, or an
animal whose importation the Director
has prohibited by order.

(i) To obtain such written permission
from CDC, you must send a written
request to Division of Global Migration
and Quarantine, National Center for
Infectious Diseases, Centers for Disease
Control and Prevention, 1600 Clifton
Rd., Atlanta, GA 30333. You may also
fax your request to the Division of
Global Migration and Quarantine (using
the same address in the previous
sentence) at 404—498—-1633.

(ii) Your request must state the
reasons why you need an exemption,
describe the animals involved, describe
the number of animals involved,
describe how the animals will be
transported (including carrying
containers or cages, precautions for
handlers, types of vehicles used, and
other procedures to minimize exposure
of animals and precautions to prevent
animals from escaping into the
environment), describe any holding
facilities, quarantine procedures, and/or
veterinarian evaluation involved in the
animals’ movement, and explain why an
exemption will not result in the spread
of monkeypox within the United States.
Your request must be limited to
scientific, exhibition, or educational
purposes.

(iii) We will respond in writing to all
requests, and we also may impose
conditions in granting an exemption. If
we deny your request, you may appeal
that denial. Your appeal must be in
writing and be submitted to the CDC
official whose office denied your
request, and you must submit the appeal
within two business days after you
receive the denial. Your appeal must
state the reasons for the appeal and
show that there is a genuine and

substantial issue of fact in dispute. We
will issue a written response to the
appeal, which shall constitute final
agency action.

(3) The prohibitions in paragraph (a)
of this section do not apply to products
derived from rodents that were
obtained, directly or indirectly, from
Africa, or whose native habitat is Africa,
or products derived from any other
animal whose importation the Director
has prohibited by order if such products
have been properly processed to render
them noninfectious so that they pose no
risk of transmitting or carrying the
monkeypox virus. Such products
include, but are not limited to, fully
taxidermied animals and completely
finished trophies; and they may be
imported without written permission
from CDC.

(b) What Actions Can CDC Take?

(1) To prevent the monkeypox virus
from spreading and becoming
established in the United States, we
may, in addition to any other authorities
under this part:

(i) Issue an order causing an animal to
be placed in quarantine,

(ii) Issue an order causing an animal
to be re-exported,

(iii) Issue an order causing an animal
to be destroyed, or

(iv) Take any other action necessary to
prevent the spread of the monkeypox
virus.

(2) Any order causing an animal to be
quarantined, re-exported, or destroyed
will be in writing.

(c) How Do I Appeal an Order? If you
received a written order to quarantine or
re-export an animal or to cause an
animal to be destroyed, you may appeal
that order. Your appeal must be in
writing and be submitted to the CDC
official whose office issued the order,
and you must submit the appeal within
2 business days after you receive the
order. Your appeal must state the
reasons for the appeal and show that
there is a genuine and substantial issue
of fact in dispute. We will issue a
written response to the appeal, which
shall constitute final agency action.

Dated: October 6, 2003.
Tommy G. Thompson,
Secretary of Health and Human Services.
[FR Doc. 03—27557 Filed 11-3—-03; 8:45 am)]
BILLING CODE 4160-01-S
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DEPARTMENT OF JUSTICE

28 CFR Part 81

[Docket No. CRM 100I; AG Order No. 2692—
2003]

RIN 1105-AA65

Designation of Agencies To Receive
and Investigate Reports Required
Under the Protection of Children From
Sexual Predators Act, as Amended

AGENCY: Department of Justice.
ACTION: Interim final rule.

SUMMARY: This Interim final rule
finalizes a portion of a proposed rule
published on May 26, 1999, 64 FR
28422, and fulfills the Attorney
General’s responsibilities under the
child pornography reporting provisions
of the Protection of Children from
Sexual Predators Act of 1998, as
amended. This Interim final rule
requires the National Center for Missing
and Exploited Children to forward the
report of apparent child pornography to
the law enforcement agencies
designated in the 1999 proposed rule
(the Federal Bureau of Investigation and
the Bureau of Immigration and Customs
Enforcement,? and also designates the
United States Postal Inspection Service
and the United States Secret Service as
recipients of the report.

Other matters discussed in the 1999
proposed rule, such as the contents of
the report, the means for making the
report to Federal agencies, monitoring,
and definitions, will be addressed at a
later time through a subsequent final
rule.

DATES: Effective date: This Interim final
rule is effective December 4, 2003.

Comment date: Written comments
must be submitted on or before January
5, 2004.

ADDRESSES: Please submit written
comments to Andrew G. Oosterbaan,
Chief, Child Exploitation and Obscenity
Section, Criminal Division, Department
of Justice, 1400 New York Ave., NW,,
Suite 600, Washington, DC, 20530,
telephone (202) 514-5780. To ensure
proper handling, please reference CRM
100 on your correspondence. Comments
may also be submitted electronically to
the Criminal Division at
Admin.Ceos@usdoj.gov. When
submitting comments electronically,
please include CRM 100 in the subject
heading. Comments are available for
public inspection at this location by

1The Bureau of Immigration and Customs
Enforcement was formerly known as the United
States Customs Service and was referred to in the
1999 proposed rule as such.

calling (202) 514-5780 to arrange for an
appointment.

FOR FURTHER INFORMATION CONTACT:
Andrew G. Oosterbaan, Chief, Child
Exploitation and Obscenity Section,
Criminal Division, Department of
Justice, 1400 New York Ave., NW., Suite
600, Washington, DC, 20530, telephone
(202) 514-5780.

SUPPLEMENTARY INFORMATION:

Entities Affected by This Regulation

The child pornography reporting
provisions of the Protection of Children
from Sexual Predators Act (PCSPA)
were enacted as section 604 of the Act,
Pub. L. 105-314, 112 Stat. 2974,
codified at 42 U.S.C. 13032 (1999 Supp.)
and 18 U.S.C. 2702(b)(6). As set forth at
42 U.S.C. 13032, the PCSPA originally
required providers of electronic
communication services or remote
computing services to the public
through a facility or means of interstate
or foreign commerce (“providers”) who
obtain knowledge of the apparent
production, distribution, or possession
of child pornography 2 to make a report
of such facts or circumstances to a law
enforcement agency or agencies
designated by the Attorney General. As
set forth infra, the statute was
subsequently amended to require
providers to report directly to the
National Center for Missing and
Exploited Children (NCMEC), which
then forwards reports to designated law
enforcement agencies. Thus, in view of
the previously-existing statutory
reporting requirements imposed on
providers, this regulation affects only
the law enforcement agencies
designated herein and NCMEC (to the
extent that it is directed to share reports
with designated law enforcement
agencies).

Rulemaking History

The Department of Justice published
a proposed rule on May 26, 1999, 64 FR
28422 (the “1999 proposed rule”),
proposing to carry out the Attorney
General’s responsibilities under the
child pornography reporting provisions
of the PCSPA.

Under the 1999 proposed rule, reports
of child pornography made pursuant to
42 U.S.C. 13032 were to be submitted by
providers directly to the Federal Bureau
of Investigation (FBI) and the United
States Customs Service (USCS) (the
investigative arm of the Customs Service
is now in the Bureau of Immigration and
Customs Enforcement (BICE) at the
Department of Homeland Security),
which then had jurisdiction to

2 See sections 2251, 2251A, 2252, 2252A, and
2260 of title 18, United States Code.

investigate reports of child pornography
on electronic communication services or
remote computing services. The 1999
proposed rule also outlined the contents
of the report and the means for making
the report, indicated that providers had
no duty to monitor customers or
content,? referred providers to the
Electronic Communications Privacy Act,
and included definitions.

The 1999 proposed rule included a
request for comments by July 26, 1999.
The Department received three
comments concerning two aspects of the
proposed rule.

On November 29, 1999, as part of the
Consolidated Appropriations Act, 2000,
Pub. L. 106-113, 113 Stat. 1501,
Congress amended 42 U.S.C. 13032 to
require providers to report incidents of
suspected child pornography to the
“Cyber Tipline”” at NCMEC, which is
required to forward that report to a law
enforcement agency or agencies
designated by the Attorney General.

On April 30, 2003, as part of the
Prosecutorial Remedies and Other Tools
to End the Exploitation of Children
Today Act of 2003, Pub. L. 108-21, 117
Stat. 650 (the “PROTECT Act”),
Congress amended 42 U.S.C. 13032 to
allow NCMEC to forward provider
reports to State and local law
enforcement agencies where State law
has been violated and to expand the
duties of the United States Secret
Service (“Secret Service”) to include
providing forensic and investigative
assistance to NCMEC in support of any
investigation involving missing or
exploited children.

Comparison of This Interim Final Rule
With the 1999 Proposed Rule

Because the 1999 amendment to 42
U.S.C. 13032 changed the recipient of
the reports, this Interim final rule
(“Interim final rule”) reflects that
amendment.

This Interim final rule requires the
providers to report instances of apparent
child pornography to the “Cyber
Tipline” at NCMEC (http://
www.CyberTipline.com). The Interim
final rule requires NCMEC to forward
the report of apparent child
pornography to the law enforcement
agencies designated in the 1999
proposed rule (the FBI and the USCS
(now BICE)), and also designates the
United States Postal Inspection Service
(Postal Inspection Service) and the

3 The statute already notes this fact. See 42 U.S.C.
13032(e) (“Nothing in this section may be construed
to require a provider of electronic communication
services or remote computing services to engage in
the monitoring of any user, subscriber, or customer
of that provider, or the content of any
communication of any such person.”).
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Secret Service as recipients of the
report.

The Interim final rule reflects only a
portion of the 1999 proposed rule. For
example, the Interim final rule does not
elaborate on the contents of the report,
the means for making the report to
Federal agencies (now moot due to the
1999 amendment to the statute), a
discussion of monitoring (already
explicitly covered by 42 U.S.C. 13032).
Nor does the Interim final rule contain
any reference to the Electronic
Communications Privacy Act, or
definitions. These issues will be
addressed at a later time through a
subsequent final rule.

Discussion of Comments on the 1999
Proposed Rule

National Center for Missing and
Exploited Children as Designated
Agency

NCMEC and the Internet Alliance
commented that the Department should
designate NCMEC as the conduit agency
through which Federal law enforcement
would receive reports under the PCSPA.
NCMEC stated that its “Cyber Tipline,”
which already receives reports of illegal
Internet activity from citizens and the
online industry, would be the
appropriate repository of PCSPA
reports. According to NCMEC, Federal
law enforcement agencies have
concurrent access to the “Cyber
Tipline” and would be able to review
PCSPA reports immediately.

The 1999 amendment to 42 U.S.C.
13032 requires that all reports be sent to
NCMEG, and the Interim final rule is
consistent with that amendment.
Providers will first telephone NCMEC
(800-THE-LOST) to obtain an
identification number and a password to
be used for all future reports. The
provider will then be able to log on to
a section of the “Cyber Tipline” that is
designed for reporting by providers
(http://www.CyberTipline.com). When
the provider logs on to the “Cyber
Tipline,” it will be required to complete
a reporting form requesting information
about the apparent child pornography.

The Interim final rule directs NCMEC
to fulfill its obligation to forward the
reports received through its “Cyber
Tipline” by providing them to
designated law enforcement agencies.
The 1999 proposed rule designated the
FBI and BICE (then the U.S. Customs
Service) as recipients of the reports. In
addition, this Interim final rule
designates the Postal Inspection Service
and the Secret Service as recipients of
reports. The purpose for expanding the
number of law enforcement agencies
designated to receive the reports from

NCMEC is to increase the amount of law
enforcement resources available to
combat child pornography on the
Internet. Both the Postal Inspection
Service and the Secret Service have
substantial experience investigating
child pornography cases. The need for
greater resources is evidenced by two
recent changes made by the PROTECT
Act. One change authorizes the Secret
Service to provide forensic and
investigative assistance to NCMEC. See
PROTECT Act § 322, codified at 18
U.S.C. 3056. The other allows NCMEC
to forward reports to state and local law
enforcement agencies where state law is
violated. See PROTECT Act § 508,
codified at 42 U.S.C. 13032.

Clarification on Reference to the
Electronic Communications Privacy Act
of 1986

The Commercial Internet eXchange
(CIX) commented that § 84.14,
“Contents of the Report,” suggested by
implication that the provider was
required to search its records for the
identity of subscribers who are
suspected of violating the child
pornography laws. CIX argued that such
an independent disclosure would be in
violation of the Electronic
Communications Privacy Act of 1986. It
further argued that such disclosure
would contravene Congressional
statements during consideration of the
bill that the statute does not require
disclosure of the name of the subscriber
that was retrieved from the provider’s
files. CIX suggested that § 84.14(a) be
amended to include the phrase “if they
are not obtained from the provider’s
files” after the section’s suggestion that
the report could include ““the identity of
persons or screen names of persons
transmitting or receiving child
pornography.”

The Interim final rule does not
contain § 84.14 of the 1999 proposed
rule, the substance of which will be
promulgated separately at a later date.
At that time, the CIX comment will be
addressed.

Administrative Procedure Act

This Interim final rule adopts, in part,
the provisions of the 1999 proposed
rule, and also makes several changes in
response to intervening legislation.
Because the changes made in the
Interim final rule are a logical outgrowth
of the 1999 proposed rule, it is not
necessary to provide an additional
period of notice and comment. See, e.g.,
Association of Battery Recyclers, Inc. v.
EPA, 208 F.3d 1047, 1958-59 (D.C. Cir.
2000) (stipulating that a final rule need
not be exactly the same as the proposed
rule as long as it is a logical outgrowth

of the proposed rule). This Interim final
rule is a logical outgrowth of the
proposed rule because “‘reports of child
pornography made pursuant to 42
U.S.C. 13032 are to be submitted to the
Federal agencies that currently have
jurisdiction to investigate reports of
child pornography on electronic
communication services or remote
computing services.” See 64 FR 28422,
28423 (1999 proposed rule). This
Interim final rule does precisely that—
it designates those Federal law
enforcement agencies, expanded from
two to four, that have jurisdiction to
investigate child pornography that
should now receive such reports. In
addition, this Interim final rule
responds to a specific comment to the
1999 proposed rule that NCMEC ought
to be the conduit for such reports
between the providers and designated
Federal law enforcement agencies. In
the Interim final rule, NCMEC is now
the conduit. The scope and purpose of
the two rules are similar: The providers
were required under the 1999 proposed
rule to report suspected child
pornography, and that reporting
requirement remains unchanged; merely
the recipients of the report are different.
The recipients of the providers’ reports
have been reduced from two possible
agencies (the FBI or then-USCS) to one
organization, NCMEC. Additional notice
and public comment would not elicit
criticisms that are relevant to the
designation of two additional Federal
agencies to receive reports through
NCMEG, as those designations are
within the Attorney General’s discretion
and, in the case of the Secret Service,
reflect a statutory change to the mission
of that agency.

Moreover, additional notice and
public commentary are unnecessary.
Since 1999, the providers have been
required by 42 U.S.C. 13032 to make
reports to NCMEC, and the Interim final
rule will have no effect on their ongoing
reporting obligations. Adding the Postal
Inspection Service and the Secret
Service as agencies to which NCMEC
must forward reports will not impose
any additional burden on the providers.
Therefore, notice and public
commentary are unnecessary, and the
Department of Justice has good cause to
promulgate this regulation as an Interim
final rule without additional notice and
comment, see 5 U.S.C. 553(b)(3)(B),
although the Department is soliciting
post-promulgation public comment on
this Interim final rule.

Regulatory Flexibility Act

The Attorney General, in accordance
with the Regulatory Flexibility Act (5
U.S.C. 605(b)), has reviewed this
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regulation and by approving it certifies
that this regulation will not have a
significant economic impact upon a
substantial number of small entities.
The statute already requires providers of
electronic communication services or
remote computing services to the public
to report incidents of child pornography
to NCMEC. See 42 U.S.C. 13032 (2002).
The Interim final rule sets forth the
mechanism put in place by NCMEC to
receive such reports. Specifically, the
Interim final rule directs providers to
notify NCMEC through the “Cyber
Tipline.” The provider will initially call
NCMEC (800-THE-LOST) to receive an
identification number and password
that will enable it to log on to the
“Cyber Tipline” to report all instances
of apparent child pornography. The
“Cyber Tipline”” will have a specialized
electronic reporting form requesting
information from the provider about the
suspected violation of child
pornography laws. In this manner, the
Interim final rule complies with the
reporting statute, while limiting the
service provider’s costs as much as
possible. The addition of the Postal
Inspection Service and Secret Service as
agencies to which NCMEC must forward
reports will have no impact on
providers.

Unfunded Mandates Reform Act of
1995

This rule will not result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the
private sector, of $100,000,000 or more
in any one year, and it will not
significantly or uniquely affect small
governments. Therefore, no actions were
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

This rule is not a major rule as
defined by section 251 of the Small
Business Regulatory Enforcement
Fairness Act of 1996, 5 U.S.C. 804. This
rule will not result in an annual effect
on the economy of $100,000,000 or
more; a major increase in costs or prices;
or significant adverse effects on
competition, employment, investment,
productivity, or innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets. All providers, whether
large or small, are already required by
law to submit reports related to child
pornography to NCMEC. This rule
designates the Federal agencies to
which NCMEC, in turn, will forward
such reports. The additional designation

of the Postal Inspection Service and the
Secret Service as agencies to which
NCMEC must forward reports will have
no impact on the providers, whether
they are small or large.

Executive Order 12866

This regulation has been drafted and
reviewed in accordance with Executive
Order 12866, § 1(b), Principles of
Regulation. The Department of Justice
has determined that this rule is a
“significant regulatory action” under
§ 3(f) of Executive Order 12866,
Regulatory Planning and Review, and
accordingly, this rule has been reviewed
by the Office of Management and
Budget (OMB).

The Department of Justice has
assessed the costs and benefits of this
rule and has determined that the
benefits of this rule justify its costs. As
noted, the costs of compliance for a
provider of electronic communications
services or remote computing services to
the public will continue to be limited to
the cost of one telephone call to obtain
a password for the “Cyber Tipline” and
the cost of completing online reports of
child pornography, which is already
required by statute. See 42 U.S.C. 13032
(2002). Permitting NCMEC to forward
reports to two additional law
enforcement agencies will not impose
any additional costs on providers. The
costs to NCMEC of making reports
available to two additional agencies is
negligible, as representatives of those
agencies will be housed in NCMEC’s
offices and the reports will be available
on-line.

By contrast, the benefits of this new
Interim final rule will be appreciable.
The availability of child pornography on
the Internet is a growing problem in our
Nation that perpetuates the molestation
and exploitation of children. The
addition of the Postal Inspection Service
and Secret Service as recipients of
reports will substantially enhance the
scope of law enforcement investigative
abilities with respect to reports of child
pornography on the Internet,
particularly where use of the United
States mail is implicated in the
distribution of child pornography.

Executive Order 13132

This regulation will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on
distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 13132,
it is determined that this rule does not
have sufficient federalism implications

to warrant the preparation of a
Federalism Assessment.

Executive Order 12988—Civil Justice
Reform

This regulation meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of Executive Order 12988.

List of Subjects in 28 CFR Part 81

Child abuse, Child pornography,
Electronic communication services,
Federal buildings and facilities, Remote
computing services.

» By virtue of the authority vested in me
as Attorney General, including 28 U.S.C.
509 and 510, 5 U.S.C. 301, 42 U.S.C.
13032, PL 105-314, 112 Stat. 2974, and
PL 106-113, 113 Stat. 1501, part 81 of
title 28, Code of Federal Regulations, is
amended as follows:

PART 81—CHILD ABUSE AND CHILD
PORNOGRAPHY REPORTING
DESIGNATIONS AND PROCEDURES

» 1. The heading for part 81 is revised as
set forth above.

= 2. The authority citation for part 81 is
revised to read as follows:

Authority: 28 U.S.C. 509, 510; 42 U.S.C.
13031, 13032.

= 3. Sections 81.1 through 81.5 are
designated as subpart A and a new
subpart heading is added to read as
follows:

Subpart A—Child Abuse Reporting
Designations and Procedures

§81.1 [Amended]

= 4. Section 81.1 is amended by
removing the words “this part”” and
inserting in their place “this subpart A”.

PART 81—[AMENDED]

= 5. Part 81 is amended by adding at the
end thereof the following new subpart B
to read as follows:

Subpart B—Child Pornography Reporting

Designations and Procedures

Sec.

81.11 Purpose.

81.12 Submission of reports to the “Cyber
Tipline” at the National Center for
Missing and Exploited Children.

81.13 Submission of reports by the National
Center for Missing and Exploited
Children to designated agencies;
designation of agencies.

Subpart B—Child Pornography
Reporting Designations and
Procedures

§81.11 Purpose.

The regulations in this subpart B
designate the agencies that are
authorized to receive and investigate
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reports of child pornography that are
forwarded from the National Center for
Missing and Exploited Children under
the provisions of 42 U.S.C. 13032.

§81.12 Submission of reports to the
“Cyber Tipline” at the National Center for
Missing and Exploited Children.

(a) When a provider of electronic
communications services or remote
computing services to the public
(““provider”) obtains knowledge of facts
or circumstances concerning an
apparent violation of Federal child
pornography statutes designated by 42
U.S.C. 13032(b)(1), it shall, as soon as
reasonably possible, report all such facts
or circumstances to the “Cyber Tipline”
at the National Center for Missing and
Exploited Children Web site (http://
www.CyberTipline.com), which
contains a reporting form for use by
providers.

(b) A provider should initially call the
National Center for Missing and
Exploited Children to receive an
identification number and a password
that will enable it to log on to the
section of the “Cyber Tipline” that is
designed for provider reporting.

§81.13 Submission of reports by the
National Center for Missing and Exploited
Children to designated agencies;
designation of agencies.

When the National Center for Missing
and Exploited Children receives a report
from a provider concerning an apparent
violation of Federal child pornography
statutes specified in 42 U.S.C.
13032(b)(1), it shall immediately
forward that report, to the Federal
Bureau of Investigation, the Bureau of
Immigration and Customs Enforcement,
the United States Postal Inspection
Service, and the United States Secret
Service, designated pursuant to 42
U.S.C. 13032(b)(2).

Dated: October 27, 2003.
John Ashcroft,
Attorney General.
[FR Doc. 03—27467 Filed 11-3-03; 8:45 am]
BILLING CODE 4410-14-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 622

[Docket No. 001005281-0369-02; |.D.
102803B]

Fisheries of the Caribbean, Gulf of
Mexico, and South Atlantic; Coastal
Migratory Pelagic Resources of the
Gulf of Mexico and South Atlantic; Trip
Limit Reduction

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Trip limit reduction.

SUMMARY: NMFS reduces the trip limit
in the commercial hook-and-line fishery
for king mackerel in the northern
Florida west coast subzone to 500 lb
(227 kg) of king mackerel per day in or
from the exclusive economic zone
(EEZ). This trip limit reduction is
necessary to protect the Gulf king
mackerel resource.

DATES: This rule is effective 12:01 a.m.,
local time, October 30, 2003, through
June 30, 2004, unless changed by further
notification in the Federal Register.

FOR FURTHER INFORMATION CONTACT:
Mark Godcharles, telephone 727-570—
5727, fax 727-570-5583, e-mail
Mark.Godcharles@noaa.gov.

SUPPLEMENTARY INFORMATION: The
fishery for coastal migratory pelagic fish
(king mackerel, Spanish mackerel, cero,
cobia, little tunny, dolphin, and, in the
Gulf of Mexico only, bluefish) is
managed under the Fishery
Management Plan for the Coastal
Migratory Pelagic Resources of the Gulf
of Mexico and South Atlantic (FMP).
The FMP was prepared by the Gulf of
Mexico and South Atlantic Fishery
Management Councils (Councils) and is
implemented under the authority of the
Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act) by regulations
at 50 CFR part 622.

Based on the Councils’ recommended
total allowable catch and the allocation
ratios in the FMP, on April 30, 2001 (66
FR 17368, March 30, 2001), NMFS
implemented a commercial quota of
2.25 million 1b (1.02 million kg) for the
eastern zone (Florida) of the Gulf
migratory group of king mackerel. That
quota is further divided into separate
quotas for the Florida east coast subzone
and the northern and southern Florida
west coast subzones. On April 27, 2000,
NMFS implemented the final rule (65

FR 16336, March 28, 2000) that divided
the Florida west coast subzone of the
eastern zone into northern and southern
subzones, and established their separate
quotas. The quota for the northern
Florida west coast subzone is 168,750 lb
(76,544 kg)(50 CFR
622.42(c)(1)(1)(A)(2)(ii)).

In accordance with 50 CFR
622.44(a)(2)(ii)(B), from the date that 75
percent of the northern Florida west
coast subzone’s quota has been
harvested until a closure of the
subzone’s fishery has been effected or
the fishing year ends, king mackerel in
or from the EEZ may be possessed on
board or landed from a permitted vessel
in amounts not exceeding 500 1b (227
kg) per day.

NMEF'S has determined that 75 percent
of the quota for Gulf group king
mackerel from the northern Florida west
coast subzone has been reached.
Accordingly, a 500-1b (227-kg) trip
limit applies to vessels in the
commercial fishery for king mackerel in
or from the EEZ in the northern Florida
west coast subzone effective 12:01 a.m.,
local time, October 30, 2003. The 500—
Ib (227—kg) trip limit will remain in
effect until the fishery closes or until the
end of the current fishing year (June 30,
2004), whichever occurs first.

The Florida west coast subzone is that
part of the eastern zone south and west
of 25°20.4' N. lat. (a line directly east
from the Miami-Dade County, FL,
boundary). The Florida west coast
subzone is further divided into northern
and southern subzones. The northern
subzone is that part of the Florida west
coast subzone that is between 26°19.8'
N. lat. (a line directly west from the Lee/
Collier County, FL boundary) and
87°31'06" W. long.(a line directly south
from the Alabama/Florida boundary).

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA,
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such prior notice
and opportunity for public comment is
contrary to the public interest. Allowing
prior notice and opportunity for public
comment is contrary to the public
interest because of the need to
immediately implement this action in
order to protect the fishery since the
capacity of the fishing fleet allows for
rapid harvest of the quota. Prior notice
and opportunity for public comment
will require time and would potentially
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result in a harvest well in excess of the
established quota.

For the aforementioned reasons, the
AA also finds good cause to waive the
30 day delay in the effectiveness of this
action under 5 U.S.C. 553(d)(3).

This action is taken under 50 CFR
622.43(a) and is exempt from review
under Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.

Dated: October 29, 2003.
Bruce C. Morehead,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 03—27610 Filed 10-29-03; 4:43 pm]
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 660

[Docket No. 03043016-3258-02; I.D.
040103C]

RIN 0648-AQ58

Fisheries off West Coast States and in
the Western Pacific; Pacific Coast
Groundfish Fishery; Vessel Monitoring
Systems and Incidental Catch
Measures

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS issues a final rule to
require vessels registered to Pacific
Coast groundfish fishery limited entry
permits to carry and use mobile vessel
monitoring system (VMS) transceiver
units while fishing in state or Federal
waters off the coasts of Washington,
Oregon and California. This action is
necessary to monitor compliance with
large-scale depth-based conservation
areas that restrict fishing across much of
the continental shelf.

This final rule also requires the
operators of any vessel registered to a
limited entry permit and any open
access or tribal vessel using trawl gear,
including exempted gear used to take
pink shrimp, spot and ridgeback
prawns, California halibut and sea
cucumber, to declare their intent to fish
within a conservation area specific to
their gear type, in a manner that is
consistent with the conservation area
requirements. This action is intended to
further the conservation goals and
objectives of the Pacific Coast
Groundfish Fishery Management Plan
(FMP) by allowing fishing to continue in

areas and with gears that can harvest
healthy stocks while reducing the
incidental catch of low abundance
species.

DATES: Effective January 1, 2004.
ADDRESSES: Copies of the environmental
assessment/regulatory impact review/
final regulatory flexibility analysis (EA/
RIR/FRFA) and the finding of no
significant impact prepared for this
action may be obtained from the Pacific
Fishery Management Council (Council)
by writing to the Council at 7700 NE
Ambassador Place, Portland, OR 97220,
phone: 503—-820-2280, or may be
obtained from William L. Robinson,
Northwest Region, NMFS, 7600 Sand
Point Way NE., BIN C15700, Bldg. 1,
Seattle, WA 98115-0070. Copies of the
small business compliance guide are
available from D. Robert Lohn,
Administrator, Northwest Region,
NOAA Fisheries, Bldg. 1, 7600 Sand
Point Way NE., Seattle, WA 98112—
0070. Written comments regarding the
burden-hour estimates or other aspects
of the collection-of-information
requirements contained in this final rule
may be submitted to NMFS at the
address above and by e-mail to
David_Rostker@omb.eop.gov, or faxed to
(202) 395-7285.

FOR FURTHER INFORMATION CONTACT:
Becky Renko or Yvonne deReynier at
the Northwest Region, NMFS, phone
206-526-6140; fax: 206—526—6736; and
e-mail becky.renko@noaa.gov or
yvonne.dereynier@noaa.gov; or Svein
Fougner (Southwest Region, NMFS),
phone: 562-980-4000; fax: 562—980—
4047; and e-mail:
svein.fougner@noaa.gov.

SUPPLEMENTARY INFORMATION:

Electronic Access

This rule is accessible via the Internet
at the Office of the Federal Register’s
Web site at http://www.access.gpo.gpv/
su-docs/aces/aces140.htm. Background
information and documents are
available at the NMFS Northwest Region
Web site at http://www.nwr.noaa.gov/
1sustfsh/gdfsh01.htm and at the
Council’s Web site at http://
www.pcouncil.org.

Background

A proposed rule for this action was
published on May 22, 2003 (FR 86
27972). NMFS requested public
comment on the proposed rule through
July 21, 2003. During the comment
period on the proposed rule, NMFS
received 4 letters, including those
received from the Council and from the
public at the Council’s June 2003
meeting. These comments are addressed
later in the preamble to this final rule.

See the preamble to the proposed rule
for additional background information
on the fishery and on this final rule.

Under this final rule, any vessel
registered to a limited entry permit for
the Pacific Coast groundfish fishery will
be required to have an operating NMFS
type-approved VMS transceiver unit on
board while fishing in state or Federal
waters off the states of Washington,
Oregon and California. This regulatory
amendment will require that the vessel
owner or operator of a vessel registered
to a limited entry groundfish permit
carry and use a NMFS type-approved
VMS transceiver at all times when
engaged in any and all fisheries off the
U.S. West Coast. A vessel owner
required to continuously operate a VMS
transceiver may choose to send an
exemption report. This report will allow
the owner to disconnect the power to
the transceiver unit and discontinue
transmissions during a period when the
vessel will be continuously out of the
water for more than 7 consecutive days,
or will allow the owner to reduce or
discontinue the VMS transmissions if
the vessel is continuously operating
seaward of the exclusive economic zone
(EEZ) off Washington, Oregon, or
California for more than 7 consecutive
days.

Before the vessel is used to fish in any
trawl Rockfish Conservation Area (RCA)
or the Cowcod Conservation Areas
(CCA) in a manner that is consistent
with the requirements of the
conservation areas, a declaration report
will be required from (1) any vessel
registered to a limited entry permit with
a trawl endorsement; (2) any vessel
using trawl gear, including exempted
gear used to take pink shrimp, spot, and
ridgeback prawns, California halibut
and sea cucumbers; and (3) any tribal
vessel using trawl gear. In addition
declaration reports are required from
vessels registered to limited entry
permits with longline and pot
endorsements, before these vessels can
be used to fish in any non-trawl RCA or
the CCA. The declaration report must be
submitted before the vessel leaves port
on the trip to fish in an RCA or a CCA.
Each declaration report will be valid
until cancelled or revised by the vessel
operator. The declaration report must
state the type of fishing in which the
vessel will be engaged. If the type of
fishing changes, a new declaration
report must be submitted. For further
information regarding declaration
reports, see the preamble for the
proposed rule for this action (68 FR
227972, May 23, 2003).

VMS is a tool that allows vessel
activity to be monitored in relation to
geographically defined management
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areas. VMS transceiver units installed
aboard vessels automatically determine
the vessel’s position using Global
Positioning System (GPS) satellites and
transmit that position to a land based
processing center via a communication
satellite. At the processing center, the
information is validated and analyzed
before being disseminated for various
purposes, which may include fisheries
management, surveillance and
enforcement.

VMS transceiver units are designed to
be tamper resistant. In most cases, the
vessel owner is not aware of exactly
when the unit is transmitting and is
unable to alter the signal or the time of
transmission. On September 23, 1993
(58 FR 49285) and March 31, 1994 (59
FR 151180), NMFS published VMS
standards for transceiver units and
service providers used for Federal
fisheries management.

Time and area closures have long
been used in the Pacific Coast
groundfish fishery to restrict fishing
activity in order to keep harvests within
sector allocations and at sustainable
levels and to prohibit the catch of
certain species. RCAs are depth-based
management areas based on bottom
depth ranges where overfished rockfish
species commonly occur. The RCAs are
large, irregularly-shaped geographical
areas that are defined by a series of
latitudinal and longitudinal coordinates
which generally follow depth (fathom)
contours. The RCAs differ from
previously closed areas because they
extend far offshore, making air and
surface craft enforcement difficult.

The depth-based management strategy
associated with the RCAs is designed to
allow fishing for healthy stocks to
continue, while protecting overfished
species. However, it presents new
enforcement challenges, and requires
new tools such as VMS to supplement
existing enforcement mechanisms.
NMFS and cooperating enforcement
agencies (such as the U.S. Coast Guard
and state marine law enforcement
agencies) will continue to use
traditional enforcement methods such
as aerial surveillance and marine patrols
that have proved effective in the past.
Adding requirements for VMS and
declaration reports will allow the
enforcement agencies to continuously
monitor vessels fishing in, and
transiting through, the RCAs.

Because of the critical need to
monitor the integrity of conservation
areas that protect overfished stocks,
while allowing for the harvest of healthy
stocks, NMFS believes it is necessary to
proceed with this rulemaking with the
requirement for fishery participants to
bear the cost of purchasing, installing,

and maintaining VMS transceiver units,
VMS data transmissions, and reporting
costs associated with declaration
requirements. If state or Federal funding
becomes available, fishery participants
may be reimbursed for all or a portion
of their VMS expenses.

NMFS may publish, and as necessary
amend, a list of NMFS type-approved
mobile transceiver units and
communication service providers for the
Pacific Coast groundfish fishery in the
Federal Register or notify the public
through other appropriate media or
mailings to the permit owner’s address
of record. NMFS will also distribute
installation and activation instructions
for the affected vessel owners.

The installation of the VMS
transceiver is expected to take less than
4 hours and will be the responsibility of
the vessel owners. Prior to fishing, the
vessel owner will be required to fax an
activation report to NMFS to verify that
the unit was installed correctly and has
been activated.

Comments and Responses

Comment 1: Because the rule requires
vessels with limited entry permits to
have VMS transceiver units on at all
times, there is no need to require
declaration reports for vessels fishing in
non-groundfish fisheries in the RCAs.

Response: Unless a vessel meets the
specified exemption criteria and has
submitted an exemption report, this rule
requires all vessels registered to limited
entry permits to continuously operate a
VMS mobile transceiver regardless of
the fishery. Owners/operators of vessels
registered to limited entry permits must
also submit a declaration report before
leaving port on a trip in which (1) a
vessel registered to a limited entry
permit with a trawl endorsement is used
to fish in any trawl RCA or the CCA, or
(2) before a vessel registered to a limited
entry permit with a pot or longline
endorsement is used to fish in any non-
trawl RCA or the CCA. Declaration
reports are required whether the vessel
is fishing for groundfish or non-
groundfish species. Declaration reports
are not required for vessels fishing
seaward or shoreward of the
conservation area.

Limited groundfish fishing (i.e., mid-
water whiting during the primary
season, widow and yellowtail when
limits are provided, etc.) as well as non-
groundfish fishing are permitted within
the RCA. Declaration reports are
intended to provide enforcement
officers with information to make an
initial determination about a vessel’s
activity in relation to the conservation
area restrictions. Because a VMS
transceiver unit only transmits the

vessel’s position, a declaration report is
needed to identify the intended target
species and gear being deployed.
Without a declaration report VMS
would be less effective as an
enforcement tool because costly visual
observations would be required to
determine if a limited entry vessel was
fishing in a manner consistent with
conservation area restrictions.

Comment 2: Three commenters stated
that declaration reports alone would be
adequate for monitoring limited entry
vessels that are legally participating in
non-groundfish fisheries within the
conservation areas. Therefore, this rule
should be amended to allow vessels to
discontinue position transmissions
when they are participating in non-
groundfish fisheries.

Response: NMFS believes that
requiring continuous operation of the
VMS transceiver units is necessary to
maintain the integrity of the monitoring
program, and may produce a deterrent
effect. Requiring the VMS mobile
transceiver unit to be operated
continuously will deter fishers from
intentionally turning the units off to
avoid detection or inadvertently
forgetting to turn the units on when
required. Requiring the transceiver units
to be operated while the vessel is
participating in non-groundfish fisheries
will allow enforcement officers to easily
identify vessels that are fishing in a
manner consistent with the
conservation area requirements during
routine enforcement activities. This will
allow traditional enforcement tools to be
used more effectively.

Comment 3: One commenter stated
that reliance on declaration reports
alone for monitoring open access trawl
and non-trawl vessels will not be
adequate to ensure compliance with
conservation area restrictions.

Response: Traditional enforcement
methods will continue to be used to
monitor fishing activities. Although not
as effective as VMS, declaration reports
will improve the information that is
available for monitoring compliance
with the depth-based restrictions and
allow traditional enforcement tools to be
used more efficiently.

During the initial phase of this
program, the Council recommended that
vessels registered to limited entry
permits be required to carry and use
VMS transceiver units while fishing off
the West Coast. This is intended to be
a pilot program that begins with the
sector that is allocated the majority of
the groundfish resources. NMFS
believes that a VMS based monitoring
program is an effective tool for
monitoring compliance with time area
restrictions and is therefore considering
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extending the requirement for vessels
that participate in the open access and
recreational sectors of the fishery.

Comment 4: VMS transmissions
should only be required when a vessel
is operating outside of the “boundary
line” for state territorial waters.

Response: NMFS believes that it is
necessary to require the VMS
transceiver unit be operated from 0-200
nautical miles offshore (in state marine
and Federal waters). Though the term
EEZ was used in the proposed rule, and
is defined at 50 CFR 660.10 as “‘all
waters from the seaward boundary of
each of the coastal states to a line in
which each point is 200 nautical miles
(370.40 km) from the baseline from
which the territorial sea of the U.S. is
measured”’, the term was used in error.
NMFS believes that requiring
continuous operation of the VMS
transceiver units is necessary to
maintain the integrity of the monitoring
program as it might have a deterrent
effect. The intent was for the rule to
apply to all waters 0-200 nautical miles
offshore. Data presented in the EA/RIR/
FRFA supports this area of coverage.

In some cases the RCAs, which were
created to reduce the impacts on
overfished species, cross between state
and Federal waters. A major benefit of
VMS is its deterrent effect. It has been
demonstrated that if fishing vessel
operators know that they are being
monitored and that a credible
enforcement action will result from
illegal activity, then the likelihood of
that illegal activity occurring is
significantly diminished. Requiring the
VMS mobile transceiver unit to be
operated continuously will deter fishers
from intentionally turning the units off
to avoid detection or inadvertently
forgetting to turn the units on when
required.

Comment 5: A fixed gear fisherman
expressed concern about regulatory
provisions regarding the transiting of
RCAs. The provision requires limited
entry vessels with trawl endorsements
to have all trawl gear stowed and to be
under continuous transit when in a
trawl conservation area, unless
otherwise announced in the Federal
Register. The commenter indicated that
many fishing fixed gear grounds are in
areas deeper than 100 fathoms and are
surrounded by shallow waters, that
asking the vessel to move to deeper
waters to drift while the crew is
sleeping is too much, and that there will
be a greater chance of injury due to
fatigue. The commenter also expressed
concern about increased fuel
consumption and wear on the engines.

Response: Navigational rules
promulgated by 33 U.S.C. Sections

1601-1608, require vessels to maintain
a proper look-out by sight as well as by
hearing and all other available means
appropriate to the circumstances and
conditions. This requirement is
intended to allow for a full appraisal of
the navigational situation to avoid the
risk of collision. At this time, the
transiting requirement to which the
commenter is referring applies only to
vessels registered to a limited entry
permits with a trawl endorsement.
However, at its October 7, 2003, meeting
(68 FR 54895, September 19, 2003), the
Council’s ad hoc VMS Committee
considered expanding this requirement
to the fixed gear vessels, but failed to
reach consensus on the issue. The need
for transiting requirements for fixed gear
vessels will be brought before the
Council at a future date.

Comment 6: While bringing up the
trawl net, many small trawl vessels are
at the mercy of the wind and currents
and unable to change their location.
Small vessels could drift into the trawl
RCAs while retrieving their gear and be
in violation of the transiting provision
that requires a vessel to have all trawl
gear stowed and to be under continuous
transit when in a trawl conservation
area, unless otherwise announced in the
Federal Register.

Response: Position reports from
vessels drifting with the currents can
look similar to vessels that are fishing.
Given limited enforcement resources,
NMFS Enforcement believes that the
integrity of the restricted areas must be
maintained. Therefore NMFS
recommends that each vessel operator
provide an adequate buffer to allow for
drift due to weather and currents.

Comment 7: It is not practical to
require vessels to follow the depth
contours while transiting an RCA rather
than allowing the most direct route to be
traveled.

Response: This rule does not specify
where a vessel is required to transit an
RCA. The transiting provision only
requires a vessel to be under continuous
transit and all groundfish trawl gear
stowed in accordance with 660.322(b)(8)
or as authorized or required in the
annual groundfish management
measures published in the Federal
Register.

Comment 8: VMS transceiver units
need to have a non-fishing mode and
the ability to be used in different ways
when sleeping or moving between areas.

Response: NMFS is testing several
VMS transceiver models that have a
function that detects lack of vessel
movement and stops sending position
reports (greatly reducing power
consumption and transmittal costs)
when the vessel is not moving. When

the vessel begins moving again, hourly
position reports resume. NMFS believes
that it is necessary to require that the
VMS transceiver units be operable at all
times, so the integrity of the monitoring
program is maintained.

Comment 9:If a vessel were to shut
down and drift to allow the crew to
sleep, the vessel could drift into the
trawl RCA and appear to be fishing.

Response: As also noted under
comment 5, navigation rules
promulgated by 33 U.S.C. Sections
1601-1608, require vessels to maintain
a proper look-out by sight as well as by
hearing and all other available means
appropriate to the circumstances and
conditions. Although this requirement
is intended to allow for a full appraisal
of the situation to avoid the risk of
collision, having a crew member on
watch may also be used to prevent
drifting into restricted areas.

Comment 10: To prohibit only limited
entry trawl vessels from any activity
other than transiting a RCA, and to not
have the same prohibition for fixed-gear
vessels is discriminatory.

Response: NMFS does not agree that
prohibiting only limited entry trawl
vessels from any activity other than
transiting an RCA is discriminatory.
NMEFS believes that it is necessary to
have a provision that prohibits limited
entry trawl vessels (except for those
conducting allowed activities) from any
activity other than transiting the RCA.
Track lines from drifting vessels can
look similar to track lines from a vessel
that is fishing. Therefore, drifting
vessels would cause unnecessary
expenditure of enforcement resources to
check to see if drifting vessels were
actually engaged in illegal fishing in the
conservation areas. However, at its
October 7, 2003, meeting (68 FR 54895,
September 19, 2003), the Council’s ad
hoc VMS Committee considered
expanding this requirement to the fixed
gear vessels, but failed to reach
consensus on the issue. The need for
transiting requirements for fixed gear
vessels will be brought before the
Council at a future date.

Comment 11: The rule should
specifically address RCA transiting
requirements for trawl vessels that are
legally allowed to fish for groundfish
within the trawl RCA (i.e., mid-water
whiting during the primary season or
non-groundfish fishing). Currently it
does not allow for legal fishing with
trawl gear by vessels registered to
limited entry permits.

Response: Language has been added
to the prohibition at § 660.306 (bb) that
clarifies that limited entry vessels with
trawl endorsements will be allowed to
conduct fishing activities that are
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permitted in the trawl RCA as specified

in the groundfish harvest specifications

and management measures published in
the Federal Register.

Comment 12: Two commenters
indicated that there are no provisions
for transferring VMS transceiver units
from one owner to another or one boat
to another. The commenter suggests the
addition of a simple notification system
where a unit owner can notify NMFS
that he or she no longer owns or
controls the unit. The same notification
system would be used in the event of a
catastrophic vessel loss where a unit
cannot be recovered.

Response: In response to the
comments, NMFS has added a field to
the activation report that can be used to
recognize that a transceiver VMS unit
has been previously used on another
vessel. Regulatory language has been
added that will prohibit transceiver
units from being registered to more than
one vessel and that requires proof of
ownership of the VMS unit or
documentation of service termination
from the communication service
provider before the transceiver unit can
be registered to a new vessel.

Comment 13: Two commenters
expressed concern that the VMS
program will continue indefinitely, even
though the need for VMS may disappear
if the existing area closures are
discontinued. The commenters
recommended that a termination clause
be written into the final rule.

Response: NMFS does not agree that
there is a need to include a termination
clause at this time. At any point in the
future, the Council may choose to
recommend changes and NMFS may
choose to revise or eliminate the
groundfish regulations pertaining to
VMS.

Comment 14: One commenter
indicated that VMS transceiver units
should also be required for the open
access vessels that target rockfish on the
shelf or slope.

Response: During the initial phase of
this program, the Council recommended
that vessels registered to limited entry
permits be required to carry and use
VMS transceiver units while fishing off
the West Coast. This is intended to be
a pilot program that begins with the
sector that is allocated the majority of
the groundfish resources. NMFS
believes that a VMS-based monitoring
program is an effective tool for
monitoring compliance with time area
restrictions. At its October 7, 2003,
meeting (68 FR 54895, September 19,
2003), the Council’s ad hoc VMS
Committee considered expanding the
VMS requirements to other sectors of

the fishery, including the open access
groundfish fisheries.

Comment 15: The proposed rule
requires that a VMS unit be installed
according to procedures established by
NMFS. Discussions with NMFS indicate
that these procedures will include
installation by a NMFS-certified
installer. The commenter believes that
the installation requirements should be
limited to installation pursuant to
manufacturer instructions. Certified
installers are often not available in
smaller ports, and this requirement can
be both time consuming and costly.

Response: The rule does not require
that a certified person perform the
installation. Most of the systems being
considered for type-approval are do-it-
yourself installations. Vessels that
already have VMS transceiver units
installed for other fisheries or personal
purposes may continue to use their
current transceiver unit provided it is a
model that has been type-approved for
the Pacific Coast groundfish fishery and
the software has been upgraded to meet
the defined requirements.

Given that the VMS hardware and
satellite communications services are
provided by third party businesses, as
approved by NMFS, there is a need for
NMEFS to collect information regarding
the individual vessel’s installation in
order to ensure that automated position
reports will be received without error.
This would require that an activation
report which contains a certification
checklist be completed by the
individual who installed the unit and
that it be returned to NMFS prior to
using the VMS transceiver to meet
regulatory requirements. An activation
report would be submitted to NMFS by
the VMS installer who would certify the
information about the installation by
signing the checklist and returning it to
NMFS. The checklist indicates the
procedures to be followed by the
installers and, upon certification and
return to NMFS, provides the Office of
Law Enforcement with information
about the hardware installed and the
communication service provider that
will be used by the vessel operator.

Comment 16: The proposed rule does
not include a provision for a vessel
owner to purchase a backup transceiver
unit that can be used if the primary
transceiver fails during an extended
fishing trip. One commenter suggests
that a provision be added that will allow
a back-up unit to be brought on-line
during the course of a fishing trip
through simple declaration procedures.
This would prevent trips from being
interrupted and would continue to meet
the information need identified by
NMFS.

Response: Nothing in this rule
prohibits a vessel owner/operator from
submitting an activation report for a
back-up VMS transceiver unit. A
separate activation report will need to
be submitted for each VMS transceiver
unit. For clarification, NMFS will ask
that the owner/operator specify in the
activation report if the unit is the
primary or a back-up unit.

Comment 17: The action that NMFS
intends to take if the VMS transceiver
fails during a fishing trip is unclear. The
rule should specifically state that if the
VMS transceiver fails during a fishing
trip, the vessel will be allowed to
complete the current fishing trip
provided the vessel operator notifies
NMEFS of the malfunction.

Response: As stated at §660.359(d)(5),
it is the vessel operator’s responsibility
to notify NMFS when he or she becomes
aware that transmission of automatic
position reports have been interrupted.
Upon contact with NMFS, the vessel
operator will be given specific
instructions that may include, but are
not limited to, manually communicating
to a location designated by NMFS the
vessel’s position or returning to port
until the VMS is operable. Because each
incident must be considered on a case-
by-case basis, NMFS believes that the
regulations adequately reflect the range
of actions that may be taken. After a
fishing trip during which interruption of
automatic position reports has occurred,
the vessel owner or operator must
replace or repair the mobile VMS
transceiver unit prior to the vessel’s
next fishing trip.

Comment 18: The proposed rule states
that a vessel registered to limited entry
permits must have the VMS transceiver
on at all times whether the vessel is
fishing or out of the water. The vessel
should only be required to have the
VMS unit on when it is fishing for
groundfish outside the boundary line for
state territorial waters. Requiring
transmissions when the vessel is out of
the water or when it is not participating
in the groundfish fishery is an
unnecessary cost to fishermen.

Response: A vessel owner/operator
may choose to send an exemption report
to discontinue transmissions during a
period when the vessel will be
continuously out of the water for more
than 7 consecutive days. To reduce the
reporting burden on vessels outside the
EEZ, an optional exemption report was
added to the rule to allow vessels to
reduce or discontinue VMS hourly
position reports when they are out of
the EEZ for more than 7 consecutive
days. In all other circumstances, NMFS
believes that it is necessary to require
continuous transmissions of vessel
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positions to allow limited enforcement
resources to be used efficiently and
thereby maintain the integrity of the
conservation areas.

Comment 19: Vessels that are
registered to “small fleet”” limited entry
permits are placed on trailers and
removed from the water each day.
Requiring the vessel to keep the VMS
transceiver unit on at all times would
result in position transmissions from
land and unnecessary transmission fees.
The commenter recommends that NMFS
establish a geo-fence that would trigger
the VMS transceiver unit to stop and
start position transmissions.

Response: NMFS recognizes there
may be some unique circumstances
where it is unnecessary for position
reports to be sent while vessels are on
land, and is therefore evaluating geo-
fencing and other technologies to
address the commenter’s concern. Upon
testing and evaluation, these
technologies may provide options for
modifying position reporting
requirements in the future.

Comment 20: We note that the EA/
RIR/IRFA prepared for the proposed
rule grossly underestimates installation
costs, because they do not include
compensation for the travel time of a
certified installer to remote ports.

Response: The use of certified
installers is not required. The
installation of the transceiver units was
estimated at 4 hours per vessel, or $120,
at $30 per hour for the do-it-yourself
installation. The actual installation time
for a VMS unit is estimated to be less
than two hours, but a higher estimate of
4 hours/vessel is used, based on a worst
case scenario where the power source
(such as a 12-volt DC outlet) is not
convenient to a location where the VMS
unit can be installed. Most of the
systems being considered for type-
approval are do-it-yourself installations.

Given that the VMS hardware and
satellite communications services are
provided by third party businesses, as
approved by NMFS, there is a need for
NMEFS to collect information regarding
the individual vessel’s installation in
order to ensure that automated position
reports will be received. This
information collection would not
increase the time burden for installation
of VMS, but would require that an
activation report, which includes a
certification checklist, be returned to
NMEFS prior to using the VMS
transceiver to meet regulatory
requirements. The time and cost burden
of preparing and submitting installation
information to NMFS is minor.
Submission of a checklist would be
required only for the initial installation
or when the hardware or

communications service provider
changes. NMFS estimates a time burden
of 5 minutes ($2.50 at $30 per hour) for
completing the checklist and additional
$3 for mailing/faxing to NMFS, for a
total of $5.50 per occurrence.

Comment 21: Several commenters
indicated that NMFS should pay for the
costs of the VMS transceiver unit, while
the vessel owner should only be
responsible for installation and
operation related costs of the VMS
transceiver units.

Response: Although the Council
recommended that NMFS fully fund a
VMS monitoring program, it is not
possible at this time because neither
state nor Federal funding is available for
purchasing, installing, or maintaining
VMS transceiver units, nor is funding
available for data transmission. Because
of the critical need to monitor the
integrity of conservation areas that
protect overfished stocks, while
allowing for the harvest of healthy
stocks, NMFS believes it is necessary to
proceed with this rulemaking. To move
this rulemaking forward at this time, it
is necessary to require fishery
participants to bear the cost of
purchasing, installing, and maintaining
VMS transceiver units, VMS data
transmissions, and reporting costs
associated with declaration
requirements. If state or Federal funding
becomes available, fishery participants
may be reimbursed for all or a portion
of their VMS expenses.

Comment 22: The cost for the VMS
transceiver units and installation
presented in the preamble and the
classification section under the Initial
Regulatory Flexibility Analysis (IRFA)
of the proposed rule are not consistent.

Response: The cost values for the
VMS transceiver units and installation
presented in the preamble and those
values presented in the classification
section under the IRFA of the proposed
rule are consistent, but represent
different groups of VMS transceiver
units. The values presented in the
preamble represent the current price
range for all VMS units that are
nationally type-approved for fishery
monitoring in the various NMFS
regions, this includes upgraded units
with 2-way communications and other
value added features. In contrast, the
values presented in the IRFA are based
on a price range for the units that are
likely to be type-approved for the
Pacific Coast groundfish fishery.

Comment 23: The estimated benefits
of VMS presented in the classification
section of the proposed rule under the
EA/RIR/IRFA analysis misrepresent the
benefits of VMS. Benefits associated
with depth-based management should

be removed from the analysis since
there is no revenue gain to the
fishermen from the VMS requirements.

Response: The 2003 depth-based
management regime has closed large
areas to fishing, but has allowed more
liberal trip limits for healthy stocks than
would have been available without
depth-based closures. To continue to
allow this combination of depth
closures and higher limits, it is
necessary to establish a monitoring
program to ensure the integrity of these
large depth-based conservation areas.
With the 2003 Annual Specifications
and Management Measures, the Council
recommended several measures,
including implementation of VMS, to
track movement of vessels through and
within depth zones. Without a
management strategy based on depth-
based conservation areas, the fishery
would most likely be managed under
more seriously constrained limits on
healthy stocks that co-occur with
overfished species. Therefore, NMFS
believes that the values accurately
reflect the benefit to the fisheries from
VMS.

Comment 24: Because the cost of the
VMS unit and its maintenance will
likely be the burden of the vessel
owner/operator, the type-approved units
must be cost effective and durable
enough for vessels registered to “small
fleet”’: 16—21 ft (4.8—6.4 m), limited
entry permits.

Response: NMFS is testing VMS
transceiver units that are appropriate for
“small fleet” limited entry vessels with
the intent of type-approving models that
are cost effective and durable enough for
vessels registered to “small fleet”
limited entry permits.

Comment 25: Because the cost of the
VMS unit and its maintenance will
likely be the burden of the vessel
owner/operator, the approved units
must be cost effective and durable
enough for vessels registered to ““small
fleet” limited entry permits.

Response: NMFS is testing VMS
transceiver units with the intent of type-
approving models that are cost effective
and durable enough for vessels
registered to “small fleet”” limited entry
permits.

Comment 26: To take enforcement
action against a vessel, NMFS should
require that an actual observation be
made of the violation, so it will hold up
in court.

Response: By law, enforcement
proceedings are subject to standards of
proof and rules of evidence that will
determine what evidence is sufficient in
particular cases.

Comment 27: The commenter
recommends that VMS transceiver units
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suitable for use on “small fleet” (16—21
ft) (4.8-6.4 m in length) limited entry
vessels, i.e., units that are small and
durable, be type-approved for use under
this rule.

Response: NMFS is in the process of
testing and type-approving VMS
transceiver units that are appropriate for
“small fleet” limited entry vessels.

Comment 28: One commenter
indicated that the final rule should not
become effective before the
congressionally-mandated capacity
reduction program becomes effective
because these same vessels would be
affected by both actions. Another
commenter stated that the final rule
should not become effective before
January 1, 2004. While yet another
commenter stated that it is highly
problematic because depth-based
management measures are currently in
place and need to be monitored. This
commenter recommended immediate
implementation of VMS.

Response: At its November 2002
meeting, the Council recommended that
NMFS move forward with a proposed
rule to implement a VMS program for
the Pacific Coast groundfish fishery as
soon as possible in 2003. NMFS
recognizes the importance of VMS for
monitoring depth-based management
measures and intended to implement
the program as soon as possible in 2003
while allowing adequate time for public
review and for the affected public to
purchase and install all of the necessary
equipment and services.

At its June 2003 meeting, the Council
reviewed the proposed rule and
recommended that the effective date for
the rulemaking be January 1, 2004.
NMEFS agrees with the Council’s
recommendation for the following
reasons: (1) A substantial proportion of
limited entry trawl vessels (20-40
percent) could be bought out of the
fishery by January 2004, and requiring
these vessels to purchase VMS units
before then would be unnecessary; and
(2) additional time is needed for NMFS
to put the necessary VMS infrastructure
in place. This is because defining and
verifying coordinates for depth contour
lines, creating a ‘‘geo-fence” for ““small
fleet” limited entry permits, and
completing the type-approval process
will require more time than had
originally been estimated.

Comment 29: NMFS should require
vessels to have VMS transceiver units
with 2-way communications rather that
the proposed requirement for 1-way
communications. Having 2-way
communications would allow NMFS to
communicate directly with vessels to
determine if they are engaged in illegal

fishing rather than having to conduct an
at-sea observation.

Response: NMFS agrees that the
benefits of a VMS monitoring program
that includes 2-way communications are
greater than a program with 1-way
communications. This is because 2-way
communications can be used for
transmitting reports from the vessel,
receiving operational messages, and for
inquiring about use of distress signal.
However, the cost to industry and the
diversity of fishery participants were
also considered. NMFS determined that
the Council recommended alternative
which included a 1-way
communications system (ship-to-shore)
satisfied the defined need for action,
while being less costly than a 2-way
communication system. This rule
defines minimum requirements and will
not preclude a vessel owner from
procuring a VMS unit type-approved by
NMEF'S for the Pacific Coast groundfish
fishery that provides additional services
such as 2-way communications and has
capabilities used exclusively by the
vessel owner and operator.

Changes From the Proposed Rule

This final rule includes the following
changes from the proposed rule:

1. In § 660.306(z)(6) language has been
added that will prohibit transceiver
units from being registered to more than
one vessel at a time.

2.In §660.306(bb) language has been
added to allow limited entry vessels
with trawl endorsements to conduct
fishing activities that are permitted in
the trawl RCA.

3.In §660.359(d)(2)(ii) language has
been added to require that a proof of
ownership of the VMS transceiver unit
or service termination from the
communication service provider be
provided in order for the unit to be
registered to a new vessel.

4. In §660.306(Z)(1) and 660.359(b)
references to EEZ have been changed to
clearly state that the rule applies to state
and Federal marine waters 0-200
nautical miles.

Classification

The Administrator, Northwest Region,
NMFS, determined that the FMP
regulatory amendment is necessary for
the conservation and management of the
Pacific Coast groundfish fishery and that
it is consistent with the Magnuson-
Stevens Act and other applicable laws.

NMEFS prepared an IRFA which was
summarized in the proposed rule
published on May 22, 2003 (68 FR
27972). NMFS prepared a FRFA that
describes the economic impact of this
action on small entities. The following
is the summary of the FRFA. The need

for and objectives of this final rule are
contained in the SUPPLEMENTARY
INFORMATION of the preamble and in the
proposed rule.

This final rule does not duplicate,
overlap, or conflict with other Federal
rules. A range of five alternative actions
were considered and analyzed. The
alternative monitoring systems
included: (1) The status quo, (2) a
declaration system, (3) a basic VMS
program with 1-way communications
(the proposed action), (4) an upgraded
VMS program with 2-way
communications, and (5) the expanded
use of fishery observers. Vessel plotters
were recommended as a monitoring
system by the industry. After
consideration, it was determined that
vessel plotters, which were designed as
a navigational aid, would not be an
adequate enforcement monitoring tool
for depth-based management.

RCAs are large-scale, depth-related
closed areas that are being used to
restrict fishing across much of the
continental shelf. The depth-based
management strategy associated with
the RCAs is designed to allow fishing
for healthy stocks to continue, while
protecting overfished species. However,
it presents new enforcement challenges,
and requires new tools such as VMS to
supplement existing enforcement
mechanisms.

Depth-based management measures
would have remained in place under
each of the alternatives, except that it is
reasonable to believe that they would
have been discontinued in 2004 under
the status quo alternative. Declaration
reports (Alternative 2) alone are not as
effective as VMS in monitoring a
vessel’s location in relation to restricted
areas. Observers (Alternative 5), the
most expensive of the alternatives,
provide detailed information, much of
which goes beyond the identified need.
VMS is an effective tool for monitoring
vessel location. The two approaches to
VMS considered during the rulemaking
process were: A basic VMS system
(Alternative 3—the preferred action)
and an upgraded VMS system
(Alternative 4). The primary difference
between the two alternatives was that
the upgraded system uses two-way
communications between the vessel and
shore such that full or compressed data
messages can be transmitted and
received by the vessel, while the basic
system only transmits positions to a
shore station. It was determined that the
basic system was the minimum system
that would maintain the integrity of the
closed areas. However, this action will
not preclude vessels from installing an
upgraded VMS system.
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The alternative coverage levels for
declarations and VMS monitoring
ranged substantially, from all limited
entry vessels actively fishing off the
West Coast to all limited entry, open
access, and recreational charter vessels
regardless of where fishing occurs.
During the initial phase of this program,
the Council recommended starting with
vessels registered to limited entry
permits fishing in state or Federal
waters off the Washington, Oregon, and
California coasts to be required to have
VMS transceiver units. This is intended
to be a pilot program that begins with
the sector that is allocated the majority
of the groundfish resources. In addition,
alternative approaches for funding the
purchasing, installation, and
maintenance of VMS transceiver units,
as well as the responsibilities for
transmission of reports and data were
considered and included the following
alternatives: Vessel pays all costs, vessel
pays only for the transceiver, NMFS
pays for initial transceiver, and NMFS
pays all costs. Although the Council
recommended that NMFS fully fund a
VMS monitoring program, it is not
possible at this time because neither
state nor Federal funding is available for
purchasing, installing, or maintaining
VMS transceiver units, nor is funding
available for data transmission. Because
of the critical need to monitor the
integrity of conservation areas that
protect overfished stocks, while
allowing for the harvest of healthy
stocks, NMFS believes it is necessary to
proceed with this rulemaking.

Approximately 424 vessels that are
registered to limited entry permits that
operate in the waters off the states of
Washington, Oregon or California would
be required to carry and operate a NMFS
type-approved VMS transceiver unit.
All but 10 of the affected entities qualify
as small businesses. Vessels required to
carry VMS transceiver units will
provide installation/activation reports,
hourly position reports, and exemption
reports.

The burden on fishery participants
was considered and only the minimum
data needed to monitor compliance with
regulations are being required. In
addition to VMS requirements,
declaration report requirements would
apply to vessels registered to limited
entry permits with trawl endorsements
(262 vessels); other vessels using trawl
gear, including exempted gear used to
take pink shrimp, spot and ridgeback
prawns, California halibut and sea
cucumber (299 vessels); and tribal
vessels using trawl gear, before these
vessel are used to fish in any trawl RCA
or the CCA. In addition, declaration
reports would be required from vessels

registered to limited entry permits with
longline and pot endorsements (167),
before the vessel could be used to fish
in any non-trawl RCA or the CCA.

The Council’s VMS Committee
initially considered declaration reports
as “‘per trip” reports. Following
consultation with fishery participants, it
was determined that the needs of NMFS
and the U.S. Coast Guard could be met
with less frequently made declaration
reports. Therefore, it was determined
that a declaration report identifying the
type of gear being used by a vessel
would remain valid until cancelled or
revised by the vessel operator. This
results in a significant reduction in the
number of reports.

Following consultation with fishery
participants, it was determined that
some vessels may prefer to reduce the
costs of reporting when leaving the
waters off the coasts of Washington,
Oregon, and California. A substantial
number of permitted vessels also fish in
waters off Alaska and in areas seaward
of the EEZ. In addition, vessels are
commonly pulled out of the water for
extended periods. To reduce the
reporting burden on vessels seaward of
the EEZ or out of the water, an optional
exemption report was proposed to allow
vessels to reduce or discontinue VMS
hourly position reports when they are
out of the EEZ for more than 7
consecutive days.

Public comment on the proposed rule
identified that there are no provisions
for transferring of VMS units from one
owner to another or one boat to another.
In response, NMFS added regulatory
language that will prohibit transceiver
units from being registered to more than
one vessel at a time, while identifying
how transceiver units can be transferred
and registered to a new vessel.

The preferred alternative (alternative
3), which would require limited entry
vessels to purchase and operate a VMS
in waters off of Washington, Oregon,
and California, is expected to result in
increased profits to individual vessels
because the depth-based strategy can
continue to be used to manage the
fishery. To determine profitability, the
Council compared the costs of
purchasing and operating a VMS unit to
the increase in revenue that would be
obtained from expanded fishing
opportunities under the depth-based
management program. Since revenue
data for individual vessels were not
readily available, the Council used
average annual revenue per vessel as a
proxy. In the absence of vessel operating
cost data, the Council considered only
the cost of purchasing and maintaining
a VMS unit and assumed other costs to
be constant. The VMS units that are

expected to be type-approved for this
fishery range in costs and service
features. This allows the vessel owner
the flexibility in choosing the model
that best fits the needs of his or her
vessel.

NMFS will pay for all costs associated
with polling (when the processing
center queries the transceiver, outside of
regular transmission, for a position
report). The costs of installation are
minimal because the transceivers can be
installed by the vessel operator. Vessels
that already have VMS transceiver units
installed for other fisheries or personal
purposes could use their current unit,
providing it is a model that has been
type-approved for the Pacific Coast
groundfish fishery and the software has
been upgraded to meet the defined
requirements. The estimated costs of
purchasing and installing the VMS
transceiver unit would be between $800
and $3800 per individual vessel, and
between $548 and $1698 per year to
operate and maintain the unit. Revenues
from expanded fishing opportunities
were estimated to increase $26,000 per
year for limited entry trawl vessels and
$14,000 per year for limited entry
longline and pot vessels, far exceeding
the estimated start-up and maintenance
costs of the VMS. While ex-vessel
revenues appear higher on average for
vessels likely to be required to use VMS
under the depth-based management
regime, it should be noted that fishing
costs may also be higher, offsetting some
of the apparent gain. Unfortunately,
vessel cost data necessary to estimate
this effect are currently not available. It
is also important to keep in mind that
using average revenues masks the
variability of ex-vessel revenues in each
vessel class. While on average,
additional revenues appear greater than
VMS-related costs, for some individual
vessels in each class this will not be the
case. Alternative 4, which would
implement a two-way VMS, would
produce higher costs per vessel (year 1
at $3,878-$7,607; subsequent years at
$1,063-$2,342) and would yield less
profit, than the proposed VMS
alternative. Alternative 5, which would
implement observer coverage, would be
very costly at $300 per day, or $36,000
per year assuming 10 fishing days per
month, and would most likely produce
economic losses for the majority of
limited entry vessels. Alternative 2,
which would allow expanded fishing by
use of declaration only, would be more
profitable to limited entry vessels than
the proposed VMS measure, since they
would earn the same revenue at a
minimal cost.

Mandatory VMS will allow for better
enforcement of fishing regulations and
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provide a more accurate database of
fishing activity to better meet the
conservation goals of the Pacific
Groundfish FMP. The proposed measure
to require all trawl vessels to declare
their intentions to fish is expected to
have only a minimal impact on
individual trawlers since the cost of a
declaration is minimal.

Most vessels affected by this action
have gross annual receipts of under $3.5
million and are defined as small entities
under section 601 of the Regulatory
Flexibility Act; however, there are
approximately 10 vessels defined as
large entities operating in the limited
trawl fishery. There could be some
disproportionate economic impacts on
small entities versus large entities for
the group of limited entry vessels that
are less than 40 ft (12.192 m) in length
and have relatively low gross annual
receipts. These include 90 limited entry
vessels, comprised of 5 trawl vessels
and 85 longline and pot vessels.
Depending upon the cost of the VMS,
some of these smaller vessels would be
forced to pay a relatively larger share of
their annual expenditures for purchase
of the VMS compared to the larger
vessels.

All vessels that fish in conservation
areas would increase their gross receipts
by being able to fish in more productive
areas, having the effect of increasing
profitability and mitigating the cost of
the VMS. This mitigation would be less
for smaller vessels, due to their smaller
catches and, therefore, income from
groundfish.

Section 212 of the Small Business
Regulatory Enforcement and Fairness
Act of 1996 states that, for each rule or
group of related rules for which an
agency is required to prepare a FRFA,
the agency shall publish one or more
guides to assist small entities in
complying with this final rule, and shall
designate such publications as ‘“‘small
entity compliance guides.” The agency
shall explain the actions a small entity
is required to take to comply with a rule
or group of rules. As part of this
rulemaking process, a letter to permit
holders that also serves as small entity
compliance guide (the guide) will be
prepared. Copies of this final rule are
available from the Northwest Regional
Office, and the guide, i.e., permit holder
letter, will be sent to all holders of
limited entry permits for the Pacific
Coast groundfish fishery. The guide and
this final rule will also be available
upon request.

This final rule contains a collection-
of-information requirement subject to
the Paperwork Reduction Act (PRA).
The collection of this information has
been approved by OMB, OMB Control

Number 0648-0478. Public reporting
burden for this collection of information
is estimated to average as follows: 4
minutes per response for each
declaration report at an estimated time
burden on the public of 578 hours
annually for all 723 respondents; At 4
hours per response for installation of the
VMS transceiver unit and 5 minutes per
response to send the installation/
activation report with an estimated time
burden to the public from all 424
respondents of 1,696 hours for
installation of the VMS transceiver units
and 34 hours annually for sending the
installation/activation report; At 5
seconds per response for each hourly
position report, the expected time
burden on the public from all 424
respondents would be 5,159 hours
annually; and at 4 minutes per response
for each exemption report the expected
time burden on the public from 145
respondents would be 19 hours
annually. These estimates include the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
the collection information. Written
comments regarding the burden-hour
estimates or other aspects of the
collection-of-information requirements
contained in this rule may be submitted
to NMFS at the address above and by e-
mail to David_Rostker@omb.eop.gov, or
faxed to (202) 395—-7285.

Notwithstanding any other provision
of the law, no person is required to
respond to, and no person shall be
subject to penalty for failure to comply
with, a collection of information subject
to the requirements of the PRA, unless
that collection of information displays a
currently valid OMB control number.

This final rule has been determined to
be not significant for purposes of
Executive Order 12866.

This final rule was developed after
meaningful consultation and
collaboration with the tribal
representative on the Council who has
agreed with the provisions that apply to
tribal vessels.

List of Subjects in 50 CFR Part 660

Administrative practice and
procedure, American Samoa, Fisheries,
Fishing, Guam, Hawaiian Natives,
Indians, Northern Mariana Islands,
Reporting and recordkeeping
requirements.

Dated: October 29, 2003.
Rebeccca Lent,
Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.
= For the reasons set out in the preamble,
50 CFR part 660 is amended as follows:

PART 660—FISHERIES OFF THE WEST
COAST STATES AND IN THE
WESTERN PACIFIC

Subpart G—West Coast Groundfish
Fisheries

» 1. The authority citation for part 660
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq.

= 2.In §660.302, add “Address of
record”, “Groundfish Conservation Area
or GCA”, “Mobile transceiver unit”,
“Office for Law Enforcement”, and
“Vessel monitoring system or VMS”, in
alphabetical order to read as follows:

§660.302 Definitions.

Address of record. Address of Record
means the business address of a person,
partnership, or corporation used by

NMFS to provide notice of actions.
* * * * *

Groundfish Conservation Area or GCA
means a geographic area defined by
coordinates expressed in degrees
latitude and longitude, created and
enforced for the purpose of contributing
to the rebuilding of overfished West
Coast groundfish species. Specific GCAs
are referred to or defined at 660.304(c).

* * * * *

Mobile transceiver unit means a vessel
monitoring system or VMS device, as set
forth at §660.359, installed on board a
vessel that is used for vessel monitoring
and transmitting the vessel’s position as
required by this subpart.

Office for Law Enforcement (OLE)
refers to the National Marine Fisheries
Service, Office for Law Enforcement,
Northwest Division.

* * * * *

Vessel monitoring system or VMS
means a vessel monitoring system or
mobile transceiver unit as set forth in
§660.359 and approved by NMFS for
use on vessels that take (directly or
incidentally) species managed under the
Pacific Coast Groundfish FMP, as
required by this subpart.
= 3. Section 660.303 is revised to read as
follows:

§660.303 Reporting and recordkeeping.
(a) This subpart recognizes that catch
and effort data necessary for
implementing the PCGFMP are
collected by the States of Washington,
Oregon, and California under existing
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state data collection requirements.
Telephone surveys of the domestic
industry may be conducted by NMFS to
determine amounts of whiting that may
be available for reallocation under 50
CFR 660.323(a)(4)(vi). No Federal
reports are required of fishers or
processors, so long as the data collection
and reporting systems operated by state
agencies continue to provide NMFS
with statistical information adequate for
management.

(b) Any person who is required to do
so by the applicable state law must
make and/or file, retain, or make
available any and all reports of
groundfish landings containing all data,
and in the exact manner, required by the
applicable state law.

(c) Any person landing groundfish
must retain on board the vessel from
which groundfish is landed, and
provide to an authorized officer upon
request, copies of any and all reports of
groundfish landings containing all data,
and in the exact manner, required by the
applicable state law throughout the
cumulative limit period during which a
landing occurred and for 15 days
thereafter.

(d) Reporting requirements for vessels
fishing in conservation areas—(1)
Declaration reports for trawl vessels
intending to fish in a conservation area.
The operator of any vessel registered to
a limited entry permit with a trawl
endorsement; any vessel using trawl
gear, including exempted gear used to
take pink shrimp, spot and ridgeback
prawns, California halibut and sea
cucumber; or any tribal vessel using
trawl gear must provide NMFS with a
declaration report, as specified at
paragraph 660.303(d)(5), of this section
to identify the intent to fish within the
CCA, as defined at § 660.304, or any
trawl RCA, as defined in the groundfish
annual management measures that are
published in the Federal Register.

(2) Declaration reports for non-trawl
vessels intending to fish in a
conservation area. The operator of any
vessel registered to a limited entry
permit with a longline or pot
endorsement must provide NMFS OLE
with a declaration report, as specified at
paragraph (d)(5) of this section, to
identify the intent to fish within the
CCA, as defined at §660.304, or any
non-trawl RCA, as defined in the
groundfish annual management
measures that are published in the
Federal Register.

(3) When a declaration report for
fishing in a conservation area is
required, as specified in paragraphs
(d)(1) and (d)(2) of this section, it must
be submitted before the vessel leaves
port:

(i) On a trip in which the vessel will
be used to fish in a conservation area for
the first time during the calendar year;

(ii) On a trip in which the vessel will
be used to fish in a conservation area
with a gear type that is different from
the gear declaration provided on a valid
declaration report as defined at
paragraph 660.303(d)(6) of this section;
or

(iii) On a trip in which the vessel will
be used to fish in a conservation area for
the first time after a declaration report
to cancel fishing in a conservation area
was received by NMFS.

(4) Declaration report to cancel
fishing in a conservation area. The
operator of any vessel that provided
NMFS with a declaration report for
fishing in a conservation area, as
required at paragraphs (d)(1) or (d)(2) of
this section, must submit a declaration
report to NMFS OLE to cancel the
current declaration report before the
vessel leaves port on a trip in which the
vessel is used to fish with a gear that is
not in the same gear category set out in
paragraph § 660.303(d)(5)(i) declared by
the vessel in the current declaration.

(5) Declaration reports will include:
the vessel name and/or identification
number, and gear declaration (as
defined in §660.303(d)(5)(i)). Upon
receipt of a declaration report, NMFS
will provide a confirmation code or
receipt. Retention of the confirmation
code or receipt to verify that the
declaration requirement was met is the
responsibility of the vessel owner or
operator.

(i) One of the following gear types
must be declared:

(A) Limited entry fixed gear,

(B) Limited entry midwater trawl,

(C) Limited entry bottom trawl,

(D) Trawl gear including exempted
gear used to take pink shrimp, spot and
ridgeback prawns, California halibut
south of Pt. Arena, CA, and sea
cucumber,

(E) Tribal trawl,

(F) Other gear including: gear used to
take spot and ridgeback prawns, crab or
lobster, Pacific halibut, salmon,
California halibut, California sheephead,
highly migratory species, species
managed under the Coastal Pelagic
Species Fishery Management Plan, and
any species in the gillnet complex as
managed by the State of California,

(G) Non-trawl] gear used to take
groundfish.

(ii) Declaration reports must be
submitted through the VMS or another
method that is approved by NMFS OLE
and announced in the Federal Register.
Other methods may include email,
facsimile, or telephone. NMFS OLE will
provide, through appropriate media,

instructions to the public on submitting
declaration reports. Instructions and
other information needed to make
declarations may be mailed to the
limited entry permit owner’s address of
record. NMFS will bear no
responsibility if a notification is sent to
the address of record and is not received
because the permit owner’s actual
address has changed without
notification to NMFS, as required at
§660.335(a)(2). Owners of vessels that
are not registered to limited entry
permits and owners of vessels registered
to limited entry permits that did not
receive instructions by mail are
responsible for contacting NMFS OLE
during business hours at least 3 days
before the declaration is required to
obtain information needed to make
declaration reports. NMFS OLE must be
contacted during business hours
(Monday through Friday between 0800
and 1700 Pacific Time).

(6) A declaration report will be valid
until a declaration report to revise the
existing gear declaration or a declaration
report to cancel fishing in a
conservation area is received by NMFS
OLE. During the period that a vessel has
a valid declaration report on file with
NMFS, it cannot fish with a gear other
than a gear type that is within the gear
category (50 CFR 660.303(d)(5))
declared by the vessel. After a
declaration report to cancel fishing in
the RCA is received, that vessel must
not fish in a conservation area until
another declaration report for fishing by
that vessel in a conservation area is
received by NMFS.

m 4. Section 660.304 is revised to read as
follows:

§660.304 Management areas, including
conservation areas, and commonly used
geographic coordinates.

(a) Management areas. (1) Vancouver.
(i) The northeastern boundary is that
part of a line connecting the light on
Tatoosh Island, WA, with the light on
Bonilla Point on Vancouver Island,
British Columbia (at 48°35'75" N. lat.,
124°43'00" W. long.) south of the
International Boundary between the
U.S. and Canada (at 48°29'37.19" N. lat.,
124°43'33.19" W. long.), and north of
the point where that line intersects with
the boundary of the U.S. territorial sea.

(ii) The northern and northwestern
boundary is a line connecting the
following coordinates in the order
listed, which is the provisional
international boundary of the EEZ as
shown on NOAA/NOS Charts #18480
and #18007:
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Point N. lat. W. long.
48°29'37.19" | 124°43'33.19"
48°30'11" 124°47'13"
48°30'22" 124°50'21"
48°30'14" 124°54'52"
48°29'57" 124°59'14"
48°29'44" 125°00'06"
48°28'09" 125°05'47"
48°27'10" 125°08'25"
48°26'47" 125°09'12"
48°20'16" 125°22'48"
48°18'22" 125°29'58"
48°11'05" 125°53'48"
47°49'15" 126°40'57"
47°36'47" 127°11'58"
47°22'00" 127°41'23"
46°42'05" 128°51'56"
46°31'47" 129°07'39"

(ii1) The southern limit is 47°30' N.
lat.

(2) Columbia. (i) The northern limit is
47°30' N. lat.

(ii) The southern limit is 43°00' N. lat.

(3) Eureka. (i) The northern limit is
43°00' N. lat.

(ii) The southern limit is 40°30’ N. lat.

(4) Monterey. (i) The northern limit is
40°30' N. lat.

(ii) The southern limit is 36°00' N. lat.

(5) Conception. (i) The northern limit
is 36°00' N. lat.

(ii) The southern limit is the U.S.-
Mexico International Boundary, which
is a line connecting the following
coordinates in the order listed:

Point N. lat. W. long.
32°35'22" 117°27'49"
32°37'37" 117°49'31"
31°07'58" 118°36'18"
30°32'31" 121°51'58"

(b) Commonly used geographic
coordinates.

(1) Cape Falcon, OR—45°46' N. lat.

(2) Cape Lookout, OR—45°20'15" N.
lat.

(3) Cape Blanco, OR—42°50' N. lat.

(4) Cape Mendocino, CA—40°30" N.
lat.

(5) North/South management line—
40°10' N. lat.

(6) Point Arena, CA—38°57'30" N. lat.

(7) Point Conception, CA—34°27' N.
lat.

(c) Groundfish Conservation Areas
(GCAs). In §660.302, a GCA is defined
as “‘a geographic area defined by
coordinates expressed in latitude and
longitude, created and enforced for the
purpose of contributing to the
rebuilding of overfished West Coast
groundfish species.” Specific GCAs may
be defined here in this paragraph, or in
the Federal Register, within the harvest
specifications and management
measures process. While some GCAs
may be designed with the intent that

their shape be determined by ocean
bottom depth contours, their shapes are
defined in regulation by latitude/
longitude coordinates and are enforced
by those coordinates. Fishing activity
that is prohibited or permitted within a
particular GCA is detailed in Federal
Register documents associated with the
harvest specifications and management
measures process.

(1) Rockfish Conservation Areas
(RCAs). RCAs are defined in the Federal
Register through the harvest
specifications and management
measures process. RCAs may apply to a
single gear type or to a group of gear
types, such as “trawl RCAs” or “non-
trawl RCAs”.

(2) Cowcod Conservation Areas
(CCAs). (i) The Western CCA is an area
south of Point Conception that is bound
by straight lines connecting all of the
following points in the order listed:

33°50' N. lat., 119°30' W. long.;
33°50' N. lat., 118°50' W. long;
32°20' N. lat., 118°50' W. long.;
32°20' N. lat., 119°37' W. long.;
33°00' N. lat., 119°37' W. long;
33°00' N. lat., 119°53"' W. long.;
33°33'N. lat., 119°53' W. long.;
33°33' N. lat., 119°30' W. long.; and
connecting back to 33°50" N. lat.,
119°30" W. long.

(2) The Eastern CCA is a smaller area
west of San Diego that is bound by
straight lines connecting all of the
following points in the order listed:

32°42' N. lat., 118°02 W. long.;

32°42' N. lat., 117°50 W. long;

32°36'42" N. lat., 117°50 W. long.;

32°30' N. lat., 117°53'30" W. long.;

32°30' N. lat., 118°02 W. long.; and
connecting back to 32°42' N. lat.,
118°02' W. long.

(d) Yelloweye Rockfish Conservation
Area (YRCA). The YRCA is a C-shaped
area off the northern Washington coast
that is bound by straight lines
connecting all of the following points in
the order listed:

48°18' N. lat., 125°18' W. long.;
48°18' N. lat., 124°59' W. long.;
48°11' N. lat., 124°59' W. long.;
48°11' N. lat., 125°11' W. long.;
48°04' N. lat., 125°11' W. long.;
48°04' N. lat., 124°59' W. long.;
48°00' N. lat., 124°59' W. long.;
48°00' N. lat., 125°18" W. long.; and
connecting back to 48°18’ N. lat.,
125°18"' W. long.

(e) International boundaries. (1) Any
person fishing subject to this subpart is
bound by the international boundaries
described in this section,
notwithstanding any dispute or
negotiation between the United States
and any neighboring country regarding

their respective jurisdictions, until such
time as new boundaries are established
or recognized by the United States.

(2) The inner boundary of the fishery
management area is a line coterminous
with the seaward boundaries of the
States of Washington, Oregon, and
California (the ““3-mile limit”).

(3) The outer boundary of the fishery
management area is a line drawn in
such a manner that each point on it is
200 nm from the baseline from which
the territorial sea is measured, or is a
provisional or permanent international
boundary between the United States and
Canada or Mexico.
= 5.1n §660.306, new paragraphs (z),

(aa) and (bb) are added to read as follows:

§660.306 Prohibitions.
* * * *

(z) Vessel monitoring systems. (1) Use
any vessel registered to a limited entry
permit to operate in State or Federal
waters seaward of the baseline from
which the territorial sea is measured off
the States of Washington, Oregon or
California, unless that vessel carries a
NMFS OLE type-approved mobile
transceiver unit and complies with the
requirements described at § 660.359.

(2) Fail to install, activate, repair or
replace a mobile transceiver unit prior
to leaving port as specified at § 660.359.

(3) Fail to operate and maintain a
mobile transceiver unit on board the
vessel at all times as specified at
§660.359.

(4) Tamper with, damage, destroy,
alter, or in any way distort, render
useless, inoperative, ineffective, or
inaccurate the VMS, mobile transceiver
unit, or VMS signal required to be
installed on or transmitted by a vessel
as specified at §660.359.

(5) Fail to contact NMFS OLE or
follow NMFS OLE instructions when
automatic position reporting has been
interrupted as specified at § 660.359.

(6) Register a VMS transceiver unit
registered to more than one vessel at the
same time.

(aa) Fishing in conservation areas.
Fish with any trawl gear, including
exempted gear used to take pink shrimp,
spot and ridgeback prawns, California
halibut south of Pt. Arena, CA, and sea
cucumber; or with trawl gear from a
tribal vessel or with any gear from a
vessel registered to a groundfish limited
entry permit in a conservation area
unless the vessel owner or operator has
a valid declaration confirmation code or
receipt for fishing in conservation area
as specified at § 660.303(d)(5).

(bb) Operate any vessel registered to
a limited entry permit with a trawl
endorsement in a Trawl Rockfish
Conservation Area (as defined at
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660.302), except for purposes of
continuous transiting, with all
groundfish trawl provided that all
groundfish trawl gear is stowed in
accordance with 660.322(b)(8), or except
as authorized in the annual groundfish
management measures published in the
Federal Register.

» 6.In §660.322 new paragraph (b)(7) is
added to read as follows:

§660.322 Gear restrictions.
* * * * *

(b) * *x %

(7) Trawl vessels may transit through
the trawl RCA, with or without
groundfish on board, provided all
groundfish trawl gear is stowed either:

(i) Below deck; or

(ii) If the gear cannot readily be
moved, in a secured and covered
manner, detached from all towing lines,
so that it is rendered unusable for
fishing; or

(iii) Remaining on deck uncovered if
the trawl doors are hung from their
stanchions and the net is disconnected

from the doors.
* * * * *

= 7. Section 660.359 is added to subpart
G to read as follows:

§660.359 Vessel Monitoring System (VMS)
Requirements.

(a) What is a VMS? A VMS consists
of a NMFS OLE type-approved mobile
transceiver unit that automatically
determines the vessel’s position and
transmits it to a NMFS OLE type-
approved communications service
provider. The communications service
provider receives the transmission and
relays it to NMFS OLE.

(b) Who is required to have VMS? A
vessel registered for use with a Pacific
Coast groundfish limited entry permit
that fishes in state or Federal water
seaward of the baseline from which the
territorial sea is measured off the States
of Washington, Oregon or California is
required to install a NMFS OLE type-
approved mobile transceiver unit and to
arrange for an NMFS OLE type-
approved communications service
provider to receive and relay
transmissions to NMFS OLE, prior to
fishing.

(c) How are mobile transceiver units
and communications service providers
approved by NMFS OLE? (1) NMFS OLE
will publish type-approval
specifications for VMS components in
the Federal Register or notify the public
through other appropriate media.

(2) Mobile transceiver unit
manufacturers or communication
service providers will submit products
or services to NMFS OLE for evaluation
based on the published specifications.

(3) NMFS OLE may publish a list of
NMFS OLE type-approved mobile
transceiver units and communication
service providers for the Pacific Coast
groundfish fishery in the Federal
Register or notify the public through
other appropriate media. As necessary,
NMFS OLE may publish amendments to
the list of type-approved mobile
transceiver units and communication
service providers in the Federal
Register or through other appropriate
media. A list of VMS transceivers that
have been type-approved by NMFS OLE
may be mailed to the permit owner’s
address of record. NMFS will bear no
responsibility if a notification is sent to
the address of record and is not received
because the applicant’s actual address
has changed without notification to
NMF'S, as required at 660.335(a)(2).

(d) What are the vessel owner’s
responsibilities? If you are a vessel
owner that must participate in the VMS
program, you or the vessel operator
must:

(1) Obtain a NMFS OLE type-
approved mobile transceiver unit and
have it installed on board your vessel in
accordance with the instructions
provided by NMFS OLE. You may get a
copy of the VMS installation and
operation instructions from the NMFS
OLE Northwest, VMS Program Manager
upon request at 7600 Sand Point Way
NE., Seattle, WA 98115-6349, phone:
(206) 526-6133.

(2) Activate the mobile transceiver
unit, submit an activation report, and
receive confirmation from NMFS OLE
that the VMS transmissions are being
received before participating in a fishery
requiring the VMS. Instructions for
submitting an activation report may be
obtained from the NMFS OLE,
Northwest VMS Program Manager upon
request at 7600 Sand Point Way NE.,
Seattle, WA 98115-6349, phone:
(206)526—6133. An activation report
must again be submitted to NMFS OLE
following reinstallation of a mobile
transceiver unit or change in service
provider before the vessel may
participate in a fishery requiring the
VMS.

(i) Activation reports. If you are a
vessel owner who must use VMS and
you are activating a VMS transceiver
unit for the first time or reactivating a
VMS transceiver unit following a
reinstallation of a mobile transceiver
unit or change in service provider, you
must fax NMFS OLE an activation
report that includes: Vessel name; vessel
owner’s name, address and telephone
number, vessel operator’s name, address
and telephone number, USCG vessel
documentation number/state
registration number; if applicable, the

groundfish permit number the vessel is
registered to; VMS transceiver unit
manufacturer; VMS communications
service provider; VMS transceiver
identification; identifying if the unit is
the primary or backup; and a statement
signed and dated by the vessel owner
confirming compliance with the
installation procedures provided by
NMFS OLE.

(ii) Ownership of the VMS transceiver
unit may be transferred from one vessel
to another vessel by submitting a new
activation report, which identifies that
the transceiver unit was previously
registered to another vessel, and by
providing proof of ownership of the
VMS transceiver unit or proof of service
termination from the communication
service provider.

(3) Operate the mobile transceiver
unit continuously 24 hours a day
throughout the calendar year, unless
such vessel is exempted under
paragraph (d)(4) of this section.

(4) VMS exemptions. A vessel that is
required to operate the mobile
transceiver unit continuously 24 hours
a day throughout the calendar year may
be exempted from this requirement if a
valid exemption report, as described at
§660.359(d)(4)(iii), is received by NMFS
OLE and the vessel is in compliance
with all conditions and requirements of
the VMS exemption identified in this
section.

(i) Haul out exemption. When it is
anticipated that a vessel will be
continuously out of the water for more
than 7 consecutive days and a valid
exemption report has been received by
NMFS OLE, electrical power to the VMS
mobile transceiver unit may be removed
and transmissions may be discontinued.
Under this exemption, VMS
transmissions can be discontinued from
the time the vessel is removed from the
water until the time that the vessel is
placed back in the water.

(ii) Outside areas exemption. When
the vessel will be operating seaward of
the EEZ off Washington, Oregon, or
California continuously for more than 7
consecutive days and a valid exemption
report has been received by NMFS OLE,
the VMS mobile transceiver unit
transmissions may be reduced or
discontinued from the time the vessel
leaves the EEZ off the coasts of
Washington, Oregon or California until
the time that the vessel re-enters the
EEZ off the coasts of Washington,
Oregon or California. Under this
exemption, the vessel owner or operator
can request that NMFS OLE reduce or
discontinue the VMS transmissions after
receipt of an exemption report, if the
vessel is equipped with a VMS
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transceiver unit that NMFS OLE has
approved for this exemption.

(iii) Exemption reports must be
submitted through the VMS or another
method that is approved by NMFS OLE
and announced in the Federal Register.
Other methods may include email,
facsimile, or telephone. NMFS OLE will
provide, through appropriate media,
instructions to the public on submitting
exemption reports. Instructions and
other information needed to make
exemption reports may be mailed to the
limited entry permit owner’s address of
record. NMFS will bear no
responsibility if a notification is sent to
the address of record and is not received
because the permit owner’s actual
address has changed without
notification to NMFS, as required at
660.335(a)(2). Owners of vessels
registered to limited entry permits that
did not receive instructions by mail are
responsible for contacting NMFS OLE
during business hours at least 3 days
before the exemption is required to
obtain information needed to make
exemption reports. NMFS OLE must be

contacted during business hours
(Monday through Friday between 0800
and 1700 Pacific Standard Time).

(iv) Exemption reports must be
received by NMFS at least 2 hours and
not more than 24 hours before the
exempted activities defined at
§660.359(d)(4)(i) and (ii) occur. An
exemption report is valid until NMFS
receives a report canceling the
exemption. An exemption cancellation
must be received at least 2 hours before
the vessel re-enters the EEZ following
an outside areas exemption or at least 2
hours before the vessel is placed back in
the water following a haul out
exemption.

(5) When aware that transmission of
automatic position reports has been
interrupted, or when notified by NMFS
OLE that automatic position reports are
not being received, contact NMFS OLE
at 7600 Sand Point Way NE, Seattle, WA
98115—6349, phone: (206)526—6133 and
follow the instructions provided to you.
Such instructions may include, but are
not limited to, manually communicating
to a location designated by NMFS OLE

the vessel’s position or returning to port
until the VMS is operable.

(6) After a fishing trip during which
interruption of automatic position
reports has occurred, the vessel’s owner
or operator must replace or repair the
mobile transceiver unit prior to the
vessel’s next fishing trip. Repair or
reinstallation of a mobile transceiver
unit or installation of a replacement,
including change of communications
service provider shall be in accordance
with the instructions provided by NMFS
OLE and require the same certification.

(7) Make the mobile transceiver units
available for inspection by NMFS OLE
personnel, U.S. Coast Guard personnel,
state enforcement personnel or any
authorized officer.

(8) Ensure that the mobile transceiver
unit is not tampered with, disabled,
destroyed or operated improperly.

(9) Pay all charges levied by the
communication service provider as
necessary to ensure continuous
operation of the VMS transceiver units.

[FR Doc. 03-27602 Filed 11-3—03; 8:45 am]|
BILLING CODE 3510-22-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Parts 93, 94, and 95

[Docket No. 03—080-1]

RIN 0579-AB73

Bovine Spongiform Encephalopathy;

Minimal Risk Regions and Importation
of Commodities

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the regulations regarding the
importation of animals and animal
products to recognize a category of
regions that present a minimal risk of
introducing bovine spongiform
encephalopathy (BSE) into the United
States via live ruminants and ruminant
products, and are proposing to add
Canada to this category. We are also
proposing to allow the importation of
certain live ruminants and ruminant
products and byproducts from such
regions under certain conditions. We
believe this action is warranted because
it would continue to protect against the
introduction of BSE into the United
States while removing unnecessary
prohibitions on certain commodities
from Canada and other regions that
qualify as BSE minimal-risk regions.
DATES: We will consider all comments
that we receive on or before January 5,
2004.

ADDRESSES: You may submit comments
by postal mail/commercial delivery or
by e-mail. If you use postal mail/
commercial delivery, please send four
copies of your comment (an original and
three copies) to: Docket No. 03—-080-1,
Regulatory Analysis and Development,
PPD, APHIS, Station 3C71, 4700 River
Road Unit 118, Riverdale, MD 20737—
1238. Please state that your comment
refers to Docket No. 03—-080-1. If you
use e-mail, address your comment to
regulations@aphis.usda.gov. Your

comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘‘Docket
No. 03—080-1"" on the subject line.

You may read the risk assessment,
environmental assessment, economic
analysis, and any comments that we
receive on this docket in our reading
room. The reading room is located in
room 1141 of the USDA South Building,
14th Street and Independence Avenue,
SW., Washington, DC. Normal reading
room hours are 8 a.m. to 4:30 p.m.,
Monday through Friday, except
holidays. To be sure someone is there to
help you, please call (202) 690-2817
before coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS dockets, are
available on the Internet at http://
www.aphis.usda.gov/ppd/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Karen James-Preston, Director,
Technical Trade Services, National
Center for Import and Export, VS,
APHIS, 4700 River Road Unit 38,
Riverdale, MD 20737-1231; (301) 734—
4356.

SUPPLEMENTARY INFORMATION:

Background

The Animal and Plant Health
Inspection Service (APHIS) of the
United States Department of Agriculture
(USDA or the Department) regulates the
importation of animals and animal
products into the United States to guard
against the introduction of animal
diseases. The regulations in 9 CFR parts
93, 94, 95, and 96 (referred to below as
the regulations) govern the importation
of certain animals, birds, poultry, meat,
other animal products and byproducts,
hay, and straw into the United States in
order to prevent the introduction of
various animal diseases, including
bovine spongiform encephalopathy
(BSE).

BSE is a progressive neurological
disorder of cattle that results from
infection by an unconventional
transmissible agent and is not known to
exist in the United States. The disease
has been difficult to define
experimentally with precision, although
risk factors that are independent of the
causative agent have been identified and

can be mitigated. Much of the available
data originated from epidemiological
observations and not from controlled
studies. Controlled studies are often
difficult to conduct because of
limitations in experimental models and
the length of time necessary to conduct
the studies, which may require years.
Currently, the most accepted theory is
that the agent is a modified form of a
normal cell surface component known
as prion protein, although other types of
agents have been implicated, including
virinos. The pathogenic form of the
protein is both less soluble and more
resistant to degradation than the normal
form. The BSE agent is extremely
resistant to heat and to normal
sterilization processes. It does not evoke
any demonstrated immune response or
inflammatory reaction in host animals.

Despite the difficulty in defining BSE
experimentally with precision, risk
factors for BSE that can be mitigated
have been identified. These factors are
based on technical knowledge and
disease epidemiology and do not require
definition of the nature of the agent. We
believe that risk mitigation measures
that address the risk factors for BSE will
be effective regardless of the precise
nature of the BSE agent.

It appears that BSE is spread
primarily through the use of ruminant
feed containing protein and other
products from ruminants infected with
BSE. Ruminants in the United States
could be exposed to the disease if
materials carrying the BSE agent—such
as certain meat, animal products, or
animal byproducts from ruminants—
were imported into the United States
and were fed to ruminants in this
country. BSE could also be introduced
into the United States if ruminants with
BSE were imported into the United
States.

Because of these risks, the regulations
prohibit the importation of live
ruminants and certain ruminant
products and byproducts from two
categories of regions: (1) Those regions
in which BSE is known to exist, which
are listed in § 94.18(a)(1) of the
regulations; and (2) those regions that
present an undue risk of introducing
BSE into the United States because their
import requirements are less restrictive
than those that would be acceptable for
import into the United States and/or
because the regions have inadequate
surveillance. These regions of ‘“undue
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risk” are listed in § 94.18(a)(2) of the
regulations.

The prohibitions on the importation
of animals, meat, and other animal
products into the United States from
regions listed in § 94.18(a)(1) or (a)(2)
are set forth in 9 CFR parts 93, 94, 95,
and 96. Section 93.401 prohibits the
importation of any ruminant that has
been in these regions. Except for certain
controlled transit movements, paragraph
(b) of § 94.18 prohibits the importation
of fresh (chilled or frozen) meat, meat
products, and most other edible
products of ruminants that have been in
any of the regions. Paragraph (c) of
§ 94.18 restricts the importation of
gelatin derived from ruminants that
have been in any of the regions. Section
95.4 prohibits or restricts the
importation of certain byproducts from
ruminants that have been in any of the
regions, and § 96.2 prohibits the
importation of casings, except stomach
casings, from ruminants that have been
in any of the regions.

Essentially then, under the current
regulations, there are three categories of
regions with regard to BSE. Currently, a
region is considered either: (1) A region
free of BSE; (2) a region in which BSE
is known to exist; or (3) a region that
presents an undue risk of BSE. Imports
from free regions are generally not
subject to restrictions because of BSE.
Imports from BSE-affected regions and
those that present an undue risk are
governed by the same set of restrictions.

We believe it is appropriate to
recognize an additional category of
regions with regard to BSE—the BSE
minimal-risk region. This category
would include (1) those regions in
which a BSE-infected animal has been
diagnosed, but in which measures have
been taken that make it unlikely that
BSE would be introduced from the
region into the United States, and (2)
those regions that cannot be considered
BSE free even though BSE has not been
detected, but that have taken sufficient
measures to be considered minimal risk.
For instance, a region listed in
§94.18(a)(2) as an “undue risk” region
might have increased its levels of
surveillance or import restrictions to the
point that the risk of BSE introduction
from that region becomes unlikely, but
not yet have had mitigation measures in
place long enough to be considered
BSE-free.

In § 94.0, we would define bovine
spongiform encephalopathy (BSE)
minimal-risk region by listing the factors
we would consider in determining the
region’s risk status. In a new
§94.18(a)(3), we would list the regions
that the Administrator has approved for
this designation. At this time, we are

proposing to designate one country,
Canada, as a BSE minimal-risk region
according to the newly proposed factors.
(These factors, and the reasons why we
believe Canada meets them, are
discussed in detail below.) In
§94.18(a)(4), we would explain that a
region may request to be designated a
BSE minimal-risk region by following
the procedures set forth in our
regulations in 9 CFR part 92,
“Importation of Animals and Animal
Products: Procedures for Requesting
Recognition of Regions.”

Canada as a BSE Minimal-Risk Region

On May 20, 2003, the Canadian Food
Inspection Agency reported a case of
BSE in a beef cow in northern Alberta.
Therefore, in order to prevent the
introduction of BSE into the United
States, we published an interim rule on
May 29, 2003 (68 FR 31939-31940,
Docket No. 03—-058-1), effective
retroactively to May 20, 2003, to add
Canada to the list of regions where BSE
exists. As a result of that action, the
importation of ruminants that have been
in Canada and the importation of meat,
meat products, and certain other
products and byproducts of ruminants
that have been in Canada are prohibited
or restricted.

Following the detection of the BSE-
infected cow, Canada conducted an
epidemiological investigation of the BSE
occurrence, and took action to guard
against any spread of the disease,
including the quarantining and
depopulation of herds and animals
determined to possibly be at risk for
BSE. Subsequently, Canada asked
APHIS to consider reestablishing the
importation of ruminants and ruminant
products into the United States from
that country, based on information
made available to APHIS regarding
Canada’s veterinary infrastructure,
disease history, practices for preventing
widespread introduction, exposure,
and/or establishment of BSE, and
measures taken following detection of
the disease.

In this document, we are proposing to
list Canada as a BSE minimal-risk region
based on an analysis we conducted of
the conditions considered for such a
designation and the information
available to us regarding how Canada
meets those conditions. The risk
document, “Risk Analysis: BSE Risk
from Importation of Designated
Ruminants and Ruminant Products from
Canada into the United States,” also
identifies the measures we believe are
necessary to mitigate any BSE risk that
specific commodities imported from
Canada might present to the United
States (discussed in this proposed rule,

below, under the heading “Importation
of Ruminant Commodities from a BSE
Minimal-Risk Region™).

You may view the analysis in our
reading room (information on the
location and hours of the reading room
is provided under the heading
ADDRESSES at the beginning of this
proposed rule). You may also request a
copy by calling or writing to the person
listed under FOR FURTHER INFORMATION
CONTACT. Please refer to the title of the
analysis when requesting copies. You
may also view the analysis on the
Internet by accessing the APHIS Web
site at http://www.aphis.usda.gov. At
the APHIS Web site, click on the “Hot
Issues” button. On the next screen, click
on the listing for “Bovine Spongiform
Encephalopathy (BSE).” On the next
screen, click on the listing for “Risk
Analysis: BSE Risk from Importation of
Designated Ruminants and Ruminant
Products from Canada into the United
States.”

In this proposed rule, we first discuss
the factors we would consider in
classifying a region as a BSE minimal-
risk region. We would consider these
factors in considering requests from any
region to be classified as a BSE minimal-
risk region. We then discuss why we
believe Canada qualifies as a BSE
minimal-risk region. Following that, we
discuss mitigations that we would apply
to specific commodities from Canada.

Proposed Factors for BSE Minimal-Risk
Regions

APHIS has developed a list of factors
we would use to evaluate the BSE risk
from a region and classify a region as a
BSE minimal-risk region. We would use
these factors as a combined and
integrated evaluation tool. We are
proposing to base the classification on
an evaluation of the sum total of these
factors, focusing on overall effectiveness
of control mechanisms in place (e.g.,
surveillance, import controls, and a ban
on the feeding of ruminant protein to
ruminants). For regions in which BSE
has been diagnosed, we would base our
evaluation on the overall effectiveness
of such control mechanisms in place at
the time BSE was diagnosed in the
region, and on actions taken after the
diagnosis (e.g., an epidemiological
investigation of the occurrence). For
regions in which BSE has not been
diagnosed, we would base our
evaluation on the adequacy of
surveillance mechanisms to detect
disease, efficacy of a feed ban, and
effectiveness of programs in place to
prohibit entry into and establishment of
disease in the region. This approach
differs from some of the numerical
criteria specified by the Office
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International des Epizooties (OIE) in its
recommendations for a BSE minimal-
risk country or zone. (The OIE
recommendations are recognized by the
World Trade Organization as
international recommendations for
animal disease control.)

For example, according to OIE
recommendations, a ban on the feeding
of ruminant protein to ruminants should
have been in place for a minimum of 7
years for a region to meet the criteria for
BSE minimal risk, even though there is
a significant level of variability in
current estimates of the BSE incubation
period, which should govern the
recommended length of time of an
effective feed ban. According to this
criterion, a region could fail to be
classified as a BSE minimal-risk region
because it had not had a feed ban in
effect for the precise period of time
specified, even if it has excelled in
surveillance and control mechanisms.
We believe it is more appropriate to
evaluate the overall combined effect of
the factors described below when
assessing the BSE risk level of a region.

Definition of Bovine Spongiform
Encephalopathy Minimal-Risk Region

We propose to define bovine
spongiform encephalopathy (BSE)
minimal-risk region in § 94.0 to mean a
region that:

1. Maintains, and, in the case of
regions where BSE was detected, had in
place prior to the detection of BSE, risk
mitigation measures adequate to prevent
widespread exposure and/or
establishment of the disease. Such
measures include the following:

a. Restrictions on the importation of
animals sufficient to minimize the
possibility of infected ruminants being
imported into the region, and on the
importation of animal products and
animal feed containing ruminant
protein sufficient to minimize the
possibility of ruminants in the region
being exposed to BSE;

b. Surveillance for BSE at levels that
meet or exceed OIE recommendations
for surveillance for BSE; and

c. A ban on the feeding of ruminant
protein to ruminants that appears to be
an effective barrier to the dissemination
of the BSE infectious agent, with no
evidence of significant noncompliance
with the ban.

2. In regions where BSE was detected,
conducted an epidemiological
investigation following detection of BSE
sufficient to confirm the adequacy of
measures to prevent the further
introduction or spread of BSE, and
continues to take such measures.

3. In regions where BSE was detected,
took additional risk mitigation

measures, as necessary, following the
BSE outbreak based on risk analysis of
the outbreak, and continues to take such
measures.

Each element of this definition is
explained below.

1. The region maintains, and, in the
case of regions where BSE was detected,
had in place prior to the detection of
BSE, risk mitigation measures adequate
to prevent widespread exposure and/or
establishment of the disease.

This factor is important in
determining those regions in which a
BSE outbreak is unlikely to occur, or, if
an outbreak does occur, in which it is
likely to be limited. If a region
maintains controls designed to
minimize BSE introduction or exposure
of animals, and, in those regions where
BSE has been detected, if the region had
such controls in place at the time of
detection, it is more likely to present
minimal risk than a region that does not
have such controls in place. According
to our definition of a BSE minimal-risk
region, such measures would include
importation restrictions, surveillance,
and a feeding ban, as follows:

1a. Restrictions on the importation of
animals sufficient to minimize the
possibility of infected ruminants being
imported into the region, and on the
importation of animal products and
animal feed containing ruminant
protein sufficient to minimize the
possibility of ruminants in the region
being exposed to BSE.

This factor addresses whether the
region faces a high risk of initial or
recurrent BSE outbreaks from multiple
importations of animals or products that
may spread BSE. In those regions in
which BSE has been detected, it
addresses whether the region’s BSE
outbreak was more likely the result of a
point failure in its import controls or
possible exposure prior to the
implementation of such import controls.
Because the incubation period for BSE
is generally measured in years, the
finding of a case of BSE reflects an
exposure that occurred several years in
the past.

A region that has prohibited the
importation of high-risk animals and
products from regions that are affected
with or pose an undue risk of BSE will
have minimized its possible exposure to
the disease. Conversely, a region that
continues to import high-risk
commodities until a case of BSE is
diagnosed has continued exposure and
presents a more significant risk.
Whether commodities are considered
low-risk or high-risk can be based on the
commodities’ inherent lack of risk, the
low risk level of the exporting region,

and/or controls on the movement and
use of the commodities after entry.

1b. Surveillance for BSE at levels that
meet or exceed OIE recommendations
for surveillance for BSE.

This factor addresses whether BSE
outbreaks are or would be likely to be
quickly and reliably identified in a
region, helping support a minimal-risk
designation, or whether lack of effective
surveillance suggests the possibility that
BSE-infected animals may be
overlooked and the scale of a BSE
problem may be greater than is officially
recognized.

As noted above, the OIE
recommendations are recognized by the
World Trade Organization as
international recommendations for
animal disease control. The OIE Code
provides guidelines for surveillance and
monitoring systems for BSE, identifying
the minimum number of annual
investigations recommended based on
the adult cattle population of a country.

1c. A ban on the feeding of ruminant
protein to ruminants that appears to be
an effective barrier to the dissemination
of the BSE infectious agent, with no
evidence of significant noncompliance
with the ban.

The primary source of BSE infection
appears to be feed contaminated with
the infectious agent. Scientific
evidence ! shows that feed
contamination results from the
incorporation of ingredients that contain
ruminant protein derived from infected
animals. Standard rendering processes
do not completely inactivate the BSE
agent. Therefore, rendered protein such
as meat-and-bone meal derived from
infected animals may contain the
infectious agent. Bans prohibiting
incorporation of mammalian or
ruminant protein into ruminant feed are
imposed to mitigate risk.

This factor distinguishes between
regions with effective feed bans and
those without them. In a region in
which BSE has been detected, if an
animal with BSE was born after a feed
ban was implemented, it is a sign that
the feed ban may not be effectively
enforced.

2. In a region in which BSE has been
detected, the region conducted an

1Wilesmith, J.W., Wells, G.A.H., Cranwell, M.P.,
and Ryan, ].B.M.; 1988; Bovine spongiform
encephalopathy; epidemiological studies;
Veterinary Record; 123, pg 638—644.

Wilesmith, J.W., Ryan, ].B.M, and Atkinson, M.J.;
1991; Bovine spongiform encephalopathy;
epidemiological studies of the origin; Veterinary
Record; 128, pg 199-203.

Wilesmith, J.W., Ryan, ].B.M, and Hueston W.D.;
1992; Bovine spongiform encephalopathy: Case
control studies of calf feeding practices and meat-
and-bone meal inclusion in proprietary
concentrates; Res Vet Sci; 52, pg 325-331.
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epidemiological investigation following
detection of BSE sufficient to confirm
the adequacy of measures to prevent the
further introduction or spread of BSE,
and continues to take such measures.

This factor addresses whether a region
adequately investigates a case of BSE to
determine if any of the risk factors have
changed. If there has been any
significant change in risk factors, there
might be the possibility of increased
incidence of BSE. Such an investigation
would include, at the minimum, a
traceback from the BSE-infected animal
to determine possible herds of origin of
the animal, a traceforward of any
animals that moved from the BSE-
affected herd, a traceforward of feed or
rendered material that was derived from
the carcass of the infected animal, and
an investigation to determine the most
likely source of the animal’s exposure to
BSE.

3. In a region in which BSE has been
detected, the region took additional risk
mitigation measures, as necessary,
following the BSE outbreak based on
risk analysis of the outbreak, and
continues to take such measures.

This factor addresses whether a region
implements all necessary risk mitigation
measures to prevent further exposure to
BSE. It distinguishes between those
regions that thoroughly analyze their
situation and address any problems
from those that do not take mitigation
measures and thus prolong possible
exposure to BSE. Depending on the
conclusions of the risk analysis
conducted following the diagnosis of
BSE, additional risk mitigation
measures could include a broad
eradication program, increased
surveillance, or additional import
restrictions.

Evaluating Canada as a BSE Minimal-
Risk Region

We considered the above factors in
combination in evaluating whether
Canada qualifies as a BSE minimal-risk
region, and discuss below the actions
Canada took and continues to take
regarding each of the factors.

Import Restrictions

Canada has maintained stringent
import restrictions since 1990,2
prohibiting the importation of live
ruminants and most ruminant products
from countries that had not been
recognized as free of BSE by either the

2Canadian Food Inspection Agency (CFIA),
December 2002; Risk Assessment on Bovine
Spongiform Encephalopathy in Cattle in Ganada.

Morley, R.S., Chen, S., Rheault, N.; 2003;
Assessment of the risk factors related to bovine
spongiform encephalopathy; Rev. Sci. Tech. OIE;
22(1); pg 157-178.

United States, Canada, or Mexico,
which have an agreement to recognize
country evaluations conducted by any
of the three countries, using the same
standards. Canada prohibited the
importation of live cattle from the
United Kingdom and the Republic of
Ireland starting in 1990, and
subsequently applied the same
prohibitions to other countries as those
additional countries identified native
cases of BSE. In 1996, Canada made this
policy even more restrictive and
prohibited the importation of live
ruminants from any country that had
not been recognized as free of BSE.
Some animals were imported into
Canada from high-risk countries prior to
the imposition of these import
restrictions. A total of 182 cattle were
imported into Canada from the United
Kingdom between 1982 and 1990.
Similar to actions taken in the United
States, efforts were made in Canada to
trace these animals. In late 1993, after
Canada identified a case of BSE in one
of the imported bovines, all cattle
imported from the United Kingdom or
the Republic of Ireland that remained
alive at that time were killed.

Import restrictions have also been
imposed on ruminant products,
including import restrictions on meat-
and-bone meal that have been in place
since 1978. In general, Canada has
prohibited the importation of most
meat-and-bone meal from countries
other than the United States, Australia,
and New Zealand. Limited amounts of
specialty products of porcine or poultry
origin were allowed to be imported into
Canada under permit for use in
aquaculture feed products. No meat-
and-bone meal for livestock feed-
associated uses has been imported,
except from the United States, Australia,
and New Zealand.

Surveillance

Canada has conducted surveillance
for BSE since 1992. The OIE Code,
Appendix 3.8.4, provides guidelines for
surveillance and monitoring systems for
BSE, identifying the minimum number
of annual investigations recommended
based on the adult cattle population of
a country. To meet this
recommendation, Canada would have to
test a minimum of 336 samples
annually, based on a population of 5.5
million adult cattle. Canada exceeds this
recommendation, and has tested more
than this minimum number of samples
for the past 7 years. Additionally,
Canada exceeds OIE recommendations
by conducting active targeted
surveillance. (Active targeted
surveillance involves sampling animals
with risk factors for BSE, even if the

animals have not shown clinical signs of
disease.)

Feed Ban

Canada implemented a feed ban in
1997 that prohibits the feeding of most
mammalian protein to ruminants. This
ban exceeds what we consider the
minimal necessary measure of banning
the feeding of ruminant material to
ruminants. Under the ban in Canada,
mammalian protein may not be fed to
ruminants, with certain exceptions.
These exceptions include pure porcine
or equine protein, blood, milk, and
gelatin. The feed ban is essentially the
same as the feed ban in place in the
United States.

APHIS believes the length of the feed
ban in Canada is sufficient to classify
that country as a minimal-risk region for
BSE. In comparison, classification as a
minimal-risk country or zone by OIE
criteria requires that a feed ban be in
place for 8 years. This value may be set
at a conservative level to account for the
wide range that has been reported for
the incubation period of BSE. Because
of the variability in the incubation
period for BSE, APHIS chose not to
specify an amount of time that a feed
ban needed to be in place in a minimal-
risk region. Rather, we considered the
sum total of the control mechanisms
(e.g., effectiveness of surveillance,
import controls, and feed ban) in place
at the time of the diagnosis of BSE and
the actions taken subsequently (e.g.,
epidemiological investigations and
depopulation), thereby allowing the
actions Canada took with regard to the
other factors to compensate for a shorter
feed ban. As an example, as discussed
above, the level of surveillance in
Canada, and the fact that it has been
active and targeted, has exceeded OIE
recommendations.

Canadian Government authorities
inspect rendering facilities, feed
manufacturers, and feed retailers to
ensure compliance with the feed ban.
Rendering facilities are regulated under
an annual permit system, and
compliance with the regulations is
verified through at least one inspection
each year. Feed manufacturers or mills,
feed retailers, and farms have been
inspected on a routine basis. These
inspections have shown a high level of
compliance. As noted above, Canada
has maintained an effective ban on
feeding mammalian protein to
ruminants, with requirements similar to
the feed ban in place in the United
States, since 1997. The animal in which
BSE was diagnosed in May 2003 was an
6-year-old native-born beef cow in the
Province of Alberta that was born before
the implementation of the feed ban.
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Epidemiological Investigation

Canada conducted an extensive
epidemiological investigation after the
one case of BSE in May 2003. This
investigation included detailed
tracebacks to identify possible herds of
origin of the infected animal,
traceforwards from the infected herd,
and traceforwards of any possible feed
or rendered material derived from the
carcass of the infected animal. Fifteen
premises were quarantined as part of the
traceback and traceforward
investigations, and cattle on the
quarantined premises were slaughtered.
Additionally, cattle that were
determined to have moved from a
quarantined herd to another herd were
slaughtered.

The investigation included any
possible exposure from the use of
rendered material or feed that could
have been derived from the carcass of
the infected cow. Using a broad
definition to include all possible
exposures, the rendered material could
have been distributed to approximately
1,800 sites, including sites with no
ruminants. These included 600 facilities
that receive bulk shipments of either
rendered protein or feed, and 1,200
individual producers or consumers who
purchased finished feed by the bag. A
survey was conducted of those entities
that were at some risk of having
received such rendered material or feed.
This survey suggested that 99 percent of
the sites surveyed experienced either no
exposure of cattle (96 percent of the
sites) to the feed or only incidental
exposure (3 percent of the sites). The
remaining 1 percent represented limited
exposures, such as cattle breaking into
feed piles, sheep reaching through a
fence to access feed, and a goat with
possible access to a feed bag.

The investigation included a
consideration of several possibilities for
the source of the infected cow’s
exposure to BSE. Although it has not
been confirmed, it is assumed, based on
the age of the cow, that the infected cow
was exposed through contaminated
feed. The infected animal was born
prior to the implementation of a feed
ban within Canada and could have had
exposure to contaminated feed at an
early age.

The renderers and feed mills
associated with the investigation had
records of good compliance with the
feed ban. The on-farm inquiries
demonstrated a very small probability of
exposure of ruminants to prohibited
feed. Although the possibility exists that
the original source of the BSE agent
could have been imported, there was no
evidence that this was due to an illegal

import. The BSE agent could have been
from animals imported from the United
Kingdom prior to import restrictions
established in 1990. The surveillance
program was sufficient to confirm the
continued existence of adequate
measures to prevent further
introduction or spread of BSE.

Additional Risk Mitigation Measures

Following the detection of BSE in
Canada, a broad eradication program
was followed during the
epidemiological investigation, in which
more than 2,700 head of cattle were
culled. As part of the culling activity,
more than 2,000 animals 24 months of
age or older were tested (those animals
less than 24 months of age were not
tested), with no further evidence of BSE
found in any of these animals.

Importation of Ruminant Commodities
From a BSE Minimal-Risk Region

Because we believe regions, such as
Canada, that qualify as BSE minimal-
risk regions based on the factors
described above, would pose a minimal
risk of introducing BSE into the United
States, we believe it is warranted to
allow the importation from such regions
of some animals and animal products
and byproducts that are prohibited
importation from regions in which BSE
exists and regions that present an undue
risk of BSE. However, because BSE is a
difficult disease to define
experimentally with precision,
epidemiological evidence suggests that
risk factors are specific to the
commodity, and multiple risk sources
may be associated with a given
commodity, we believe it is necessary to
also apply individual risk mitigation
measures to specified commodities
intended for importation from BSE
minimal-risk regions.

For example, as noted above and
discussed further below, contaminated
feed appears to be the most likely
pathway of BSE transmission. However,
it has not been established with
certainty that contaminated feed is the
only pathway. Furthermore, we cannot
assume complete compliance with a ban
on the feeding of ruminant protein to
ruminants, which is the most effective
mitigation for contaminated feed.
Therefore, we believe it is necessary to
apply certain other mitigation measures,
in addition to implementation of a feed
ban, to reduce the risk of the
introduction of BSE into the United
States. Each of these proposed
mitigation measures is discussed below.

We are proposing to add the
conditions for importing specified
ruminant commodities from a BSE
minimal-risk region to the regulations in

9 CFR parts 93, 94, and 95. The
measures appropriate for specific
commodities intended for importation
would be determined by the presence or
absence of factors that make it more or
less likely the commodity might be
contaminated or infected with the BSE.
These factors are discussed in the
following paragraphs.

Feed Source and Exposure

Oral ingestion of feed contaminated
with the abnormal BSE prion protein is
the only documented route of field
transmission of BSE.3 Thus, animals
that have not ingested contaminated
feed are unlikely to harbor the agent, so
feed exposure influences risk. Animals,
and the products derived from those
animals, are unlikely to have infectious
levels of the agent and will present a
lower risk if the animals were (a) born
after the implementation of an effective
feed ban or (b) not fed risk material (e.g.,
wild animals or farmed animals that are
not fed feeds containing meat-and-bone
meal).

The risks associated with feed source
and exposure can be mitigated by
accepting for import only animals or
products derived from animals that have
not been fed commercial feed that is
likely to be contaminated with
infectious levels of the agent.

Animal Age

Levels of infectious agent in certain
tissues vary with the age of an animal,
so the age of the animal influences risk.
Pathogenesis studies, where tissues
obtained from orally infected calves
were assayed for infectivity, have
illustrated this.# Infectivity was not
detected in most tissues until at least 32
months post-exposure. The exception to
this is the distal ileum (a part of the
intestines), where infectivity was

3Prince, M.J., et al.; 2003; Bovine Spongiform
Encephalopathy; Rev. sce. tech. OIE; 22 (1), pg 37—
60.

Wilesmith et al.; 1988; 1991; 1992.

4Wells, G.A.H., et al.; 1994; Infectivity in the
ileum of cattle challenged orally with bovine
spongiform encephalopathy; Veterinary Record; 135
(2), pg 40-41.

Wells, G.A.H., et al.; 1998; Preliminary
observations on the pathogenesis of experimental
bovine spongiform encephalopathy (BSE): An
update; Veterinary Record; 142, pg 103—106.

European Union Scientific Steering Committee
(EU SSC), 2002; Update of the opinion on TSE
infectivity distribution in ruminant tissues (initially
adopted by the Scientific Steering Committee at its
meeting of 10-11 January 2002 and amended at its
meeting of 7-8 November 2002) following the
submission of (1) a risk assessment by the German
Federal Ministry of Consumer Protection, Food, and
Agriculture, and (2) new scientific evidence
regarding BSE infectivity distribution in tonsils;
European Commission, Scientific Steering
Committee, Health and Consumer Protection
Directorate General.
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confirmed from the experimentally
infected cattle as early as 6 months post-
exposure. In this proposed rule, we take
these findings into account when
establishing measures to mitigate the
risk of infectious levels of the BSE agent
being present in animals and animal
products imported from a BSE minimal-
risk region. For example, with regard to
bovines, because BSE infectivity has not
been found in most bovine tissues until
at least 32 months post-exposure, we
believe that by requiring that bovines
imported into the United States from
BSE minimal-risk regions be less than
30 months of age, the risk of the BSE
agent being present at infectious levels
in most tissues in the animal is
minimized. The 30-month age limit is
accepted internationally in BSE
standards set by various countries and
is consistent with OIE
recommendations. Similarly, the
proposed regulations would require that
imported meat from bovines be derived
from animals less than 30 months of age
when slaughtered. However, because of
evidence that the BSE agent may be
present at infectious levels in the distal
ileum of infected bovines as early as 6
months post-exposure, we would
require that the intestines of bovines
imported into the United States be
removed at slaughter, and that meat
imported from bovines from BSE
minimal-risk regions be derived from
animals from which the intestines were
removed at slaughter.

Although the risks associated with age
can be mitigated by accepting for import
only animals or commodities derived
from animals of an age where even high
risk tissues (discussed below) are
unlikely to have infectious levels of the
BSE agent, restrictions applicable to age
alone may not always be possible or
sufficient. For instance, in the case of
wild cervids, because it is not always
possible to determine the age of the
cervids, we believe that alternative risk
measures, discussed below, are
necessary.

Research demonstrates that the
incubation period for BSE is apparently
linked to the infectious dose received—
i.e., the larger the infectious dose
received, the shorter the incubation
period (EU SSC 2002). While some cases
of BSE have been found in animals less
than 30 months of age, these are
relatively few and have occurred
primarily in countries with significant
levels of circulating infectivity (i.e.,
where infected ruminants are used for
feed for other ruminants, which in turn
become infected). The conditions,
discussed above, for qualifying for a
BSE minimal-risk region guard against
such circulating infectivity.

Similar observations regarding the
importance of the size of the infectious
dose were made in sheep and goats (EU
SSC 2002). In these animals, infectivity
could not be demonstrated in most
tissues until at least 16 months post-
exposure to the agent.

In summary, infected cattle over 30
months of age or sheep and goats over
16 months of age may have levels of the
abnormal prion in affected tissues that
are sufficient to infect other animals fed
protein derived from these tissues.
Infected animals less than 30 months of
age or sheep and goats less than 16
months of age are unlikely to have
infectious levels of the prion protein
(EU SSC 2002; Wells, et al.; 1994; Wells,
et al.; 1998).

Animals that were born before the
feed ban but were not fed risk material,
such as wild ruminants or domestic
livestock in the minimal-risk region that
were fed solely materials that are
extremely unlikely to contain the
infectious agent, are unlikely to contain
infectious levels of BSE.

Tissue Localization

Some bovine tissues have
demonstrated infectivity, whereas
others have not. Tissues that have
demonstrated infectivity, and thus are
likely to contain the infectious agent in
infected cattle, are brain, tonsil, spinal
cord, eyes, trigeminal ganglia, dorsal
root ganglia, and distal ileum. (Please
note that, as discussed above, the age of
an animal is a key factor in whether the
animal is likely or unlikely to be
infected. Cattle less than 30 months of
age unlikely to be infected with BSE,
and, therefore, even the tissues listed
above, except for the distal ileum, from
such animals are unlikely to contain the
infectious agent.) Affiliated tissues or
structures such as skull or vertebral
column are considered risk materials
because of the difficulty in separating
out small tissues such as dorsal root
ganglia from the vertebral column.
Possibilities for cross contamination
from risk materials must be considered
also. However, even cattle carrying the
infectious agent are unlikely to carry
that agent in tissues that have not
demonstrated infectivity (e.g., muscle,
liver, skin, hide, milk, embryos) or
products derived from these tissues s
(also, Wells, et al.; 1994; Wells, et al.;
1998).

The risks associated with tissue
localization can be mitigated by
accepting only tissues that are unlikely

5Wrathall, A.E., et al.; 2002; Studies of embryo
transfer from cattle clinically affected by bovine
spongiform encephalopathy (BSE); Veterinary
Record; 150; pg 365—378.

to have infectious levels of the agent,
due to the nature of the tissue or the age
of the animal (in cattle under 30 months
of age, only the distal ileum is such a
risk material), or commodities derived
from those tissues.

Source Species

Tissue distribution of the agent varies
with species. Results from experimental
infections of sheep have shown that the
BSE prion is distributed more widely in
sheep tissues than in cattle.® This
distribution is similar to the distribution
of scrapie (a transmissible spongiform
encephalopathy present in the United
States) infections in sheep. In these
infections, the agent may be found in
the lymphoreticular system and in
peripheral nerves (Foster et al.; 1996;
Foster et al.; 2001).

However, no natural infections with
BSE have yet been confirmed in sheep,
although testing is ongoing in Europe.
Similarly, no natural infections have
been confirmed in goats, although actual
experiments have not been conducted in
the species. In the absence of actual
data, distribution of the agent in goat
tissues has been assumed to be similar
to distribution of the agent in sheep
tissues, based on the fact that scrapie
acts very similarly in sheep and goats.

Similarly, natural infection of cervids
(deer and elk species) with BSE has not
been documented, and no challenge
studies on cervid susceptibility to BSE
have been conducted. In the absence of
actual data, it is assumed that
distribution of any BSE agent in cervid
tissues would be similar to the
distribution of the chronic wasting
disease agent in cervid tissues, which is
a naturally occurring transmissible
spongiform encephalopathy.

Prevalence of BSE

The possible prevalence of disease in
the region of origin will influence the
risk. Prevalence of the disease will be
lower in a country with adequate
prevention and control measures; thus,
animals from such a region will be at
lower risk of being exposed to infection.
The risks associated with prevalence
can be mitigated by accepting
commodities only from a country with
low prevalence that can be classified as
minimal or low risk.

6 Foster, J.D., et al.; 1996; Detection of BSE
infectivity in brain and spleen of experimentally
infected sheep; Veterinary Record; 139; pg 912-915.

Foster, ].D., et al.; 2001; Distribution of the prion
protein in sheep terminally affected with BSE
following experimental oral transmission; J. Gen
Virol.; 82; pg 2319-2326.
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Importation of Live Ruminants

We believe the categories of
ruminants discussed below from BSE
minimal-risk regions are unlikely to be
a source of infectivity of the BSE agent
if the conditions specified below are
met, and we propose to allow for such
importation under those conditions in a
new § 93.436. In each case where we are
proposing to allow importation, the
animals would have to arrive through a
designated port of entry as listed in
current § 93.403(b) (designated ports of
entry for ruminants from Canada), or
through some other port that has been
designated as a port of entry by the
Administrator under § 93.403(f). If, in
the future, we add other countries to the
list of BSE minimal-risk regions in
§94.18(a)(3), we would adjust the list of
designated ports accordingly.

In those cases where a ruminant is
imported into the United States, and
subsequently does not meet one of the
conditions set forth in § 93.436 (e.g.,
animals that die before reaching the
slaughtering establishment; animals that
are moved from a feedlot in this country
to slaughter after they are 30 months of
age), the regulations would provide that
the animal must be disposed of in a
manner approved by the Administrator.

Bovines Less Than 30 Months of Age for
Immediate Slaughter

Section 93.436, paragraph (a), would
allow the importation of bovines for
immediate slaughter under the
following conditions:

» The bovines are less than 30
months of age and are moved directly as
a group from the port of entry to a
recognized slaughtering establishment
(the definition of recognized
slaughtering establishment is set forth in
§ 93.400) for immediate slaughter as a
group. (Under the definition of
immediate slaughter in § 93.400, the
bovines must be slaughtered within 2
weeks of the date of entry. In § 93.400,
we would add a definition of as a group
to mean collectively, in such a manner
that the identity of the animals as a
unique group is maintained.)

* The bovines are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime.

* The bovines are accompanied by a
certificate issued by a full-time salaried
veterinary officer of the national
government of the region of origin, or
issued by a veterinarian designated or
accredited by the national government
of the region of origin and endorsed by
a full-time salaried veterinary officer of
the national government of the region of
origin, representing that the veterinarian
issuing the certificate was authorized to

do so, that certifies the above conditions
have been met.

» The bovines are moved as a group
from the port of entry to the
slaughtering establishment in
conveyances sealed at the port of entry
with seals of the United States
Government, which are broken only at
the slaughtering establishment by a
USDA representative, and the shipment
is accompanied by an APHIS Veterinary
Services (VS) Form 17-33, Animals
Imported for Immediate Slaughter.

» At the slaughtering establishment,
the bovines are slaughtered as a group
and each animal’s intestines are
removed.

* The intestines removed from the
bovines are disposed of in a manner
approved by the Administrator.

We believe the conditions described
above, combined with the fact the
exporting region is one of minimal risk
for BSE, make it very unlikely that meat
derived from bovines meeting those
conditions would contain the BSE
agent. The requirement that the bovines
imported from a BSE minimal-risk
region be less than 30 months of age
would make it unlikely they would have
infectious levels of the prion protein.
The requirements that the bovines be
moved to slaughter in a sealed
conveyance and be slaughtered as a
group are designed to ensure that the
animals are not diverted while being
moved to slaughter and that the
intestines are removed at slaughter from
all bovines imported from the minimal-
risk region. If any bovines not from the
minimal-risk region are commingled
with the group of bovines from the
minimal-risk region at the slaughtering
establishment, then those added
animals would be treated as if they were
from the minimal-risk region and their
intestines would have to be removed
and disposed of in accordance with our
proposed provisions. The requirement
that the bovines be slaughtered at a
recognized slaughtering establishment
(as defined in § 93.400) would ensure
the animals are slaughtered at a facility
approved by APHIS where slaughtering
operations are regularly carried on
under Federal or State inspection. The
requirement that the intestines be
removed from the animal at slaughter
and be disposed of in a manner
approved by the Administrator would
minimize the possibility that such
materials will be fed to ruminants. We
believe it is necessary to provide the
Administrator discretion in the specific
means of disposal used, to allow for the
use of different but equally effective
methods of disposal.

Bovines Less Than 30 Months of Age
Moved to a Designated Feedlot and
Then to Slaughter

We would apply the slaughtering
conditions described above to bovines
imported for slaughter in the United
States after first being contained at a
designated feedlot in this country.
However, instead of being moved
directly from the port of entry to a
recognized slaughtering establishment,
such animals would first be moved
directly, as a group, to a designated
feedlot for feeding, and then directly to
a recognized slaughtering establishment.
In § 93.400, we would define designated
feedlot to mean a feedlot indicated on
the declaration required under § 93.407
as the destination of the ruminants
imported into the United States. Under
current § 93.407, the importer of
ruminants (or the importer’s agent) must
present a declaration at the port of entry
that provides information about the
ruminants, their origin, and their
destination. For identification purposes,
prior to being imported into the United
States, each bovine would have to have
been tattooed inside one ear with letters
identifying the exporting country.
Bovines from Canada would have to be
tattooed with the letters “CAN.”

Therefore, §93.436(b) would allow
the importation of bovines for feeding
under the following conditions:

* The bovines are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime and
are less than 30 months of age when
imported into the United States.

* The inside of one ear on each
animal is permanently and legibly
tattooed with letters identifying the
exporting country.

e The bovines are accompanied by
authorized official certification, as
described above, that the above
conditions have been met.

* The bovines are moved directly
from the port of entry as a group to the
designated feedlot and the shipment is
accompanied by an APHIS Form VS 1-
27, Permit for Movement of Restricted
Animals.

e The bovines are moved directly
from the designated feedlot to a
recognized slaughtering establishment
for slaughter, where each animal’s
intestines are removed. The shipment is
accompanied by APHIS Form VS 1-27.

» The intestines removed from the
bovines are disposed of in a manner
approved by the Administrator.

» The bovines are less than 30
months of age when slaughtered.

Unlike the requirement for bovines
moved directly to immediate slaughter,
we would not require that the animals
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be moved from the port of entry to the
designated feedlot in sealed
conveyances. The only region we are
proposing at this time to classify as BSE
minimal-risk is the country of Canada.
Under the current APHIS regulations
and policy, bovines imported from
Canada for movement directly to
immediate slaughter do not have to be
accompanied by the health certificate
required under § 93.405 that attests to
the animal’s health history with regard
to various diseases and pests. However,
the bovines must be moved to slaughter
in a sealed conveyance. (Please note:
The regulations in part 93 use the term
“cattle” rather than ‘“‘bovines.”
However, in § 93.400, cattle is defined
as animals of the bovine species.)
Because of the requirement for direct
movement to slaughter in a sealed
conveyance, there is little danger the
bovines will be diverted on their way to
the slaughtering establishment. Those
requirements would remain unchanged
by this proposed rule, although animals
for immediate slaughter would have to
be accompanied with the certification
with regard to BSE specified in this
proposal.

Under the current regulations,
however, bovines imported from Canada
for other than immediate slaughter do
have to be accompanied by a certificate
attesting to their health history with
regard to various diseases, in order to
ensure they do not spread such diseases
to other livestock in this country.
Because of their acceptable health
history, it has not been necessary to
require that the animals be moved in a
sealed conveyance. This requirement for
a health certificate would remain in
place for bovines imported from Canada
for feeding before slaughter (and be
joined with the certification with regard
to BSE specified in this proposal).
Because of this health certification, and
because, with regard to BSE, the bovines
would have to be tattooed with the
letters CAN, possible diversion is not an
issue and we do not consider it
necessary to begin to require that feeder
bovines be moved from the U.S. port of
entry to the designated feedlot in a
sealed conveyance.

Additionally, we are not requiring
that the bovines be moved from the
designated feedlot to slaughter as a
group. A shipment of bovines that
arrives at a feedlot may contain animals
of varying ages. Some will be ready for
shipment to slaughter before others.
However, we would require that all
animals moved from the designated
feedlot be moved directly to slaughter,
where they would be identifiable as a
shipment from a minimal-risk region by
the required ear tattoo.

Sheep or Goats Less Than 12 Months of
Age for Immediate Slaughter

Section 93.436, paragraph (c), would
allow the importation of sheep or goats
under the following conditions:

» The sheep or goats are less than 12
months of age at the time of
importation.

 The sheep or goats are not known
to have been fed ruminant protein, other
than milk protein, during their lifetime.

» The sheep or goats are accompanied
by authorized official certification, as
described above, that the above
conditions have been met.

» The sheep or goats are moved
directly from the port of entry as a group
to a recognized slaughtering
establishment in conveyances sealed at
the port of entry with seals of the United
States Government, which are broken
only at the slaughtering establishment
by a USDA representative, and must be
slaughtered as a group. The shipment is
accompanied by an APHIS Form VS 17—
33.

Although there is no naturally
occurring BSE infection of sheep and
goats, the species can be infected with
the BSE agent experimentally. However,
in view of the relatively young age of
the sheep and goats that would be
allowed importation (we would allow
importation of sheep and goats only of
12 months of age or less, the industry
standard for commercial shipments of
such animals), the likelihood that these
sheep or goats could provide a source of
infection is extremely low.

Sheep or Goats Less Than 12 Months of
Age Moved to a Designated Feedlot and
Then To Slaughter

We would apply the slaughtering
conditions described above to sheep or
goats imported for slaughter in the
United States after first being contained
at a designated feedlot in this country.
However, instead of being moved
directly from the port of entry to a
recognized slaughtering establishment,
such animals would be moved to a
designated feedlot, and then directly to
a recognized slaughtering establishment.
For identification purposes, prior to
being imported into the United States,
each sheep and goat would have to have
been tattooed inside one ear with letters
identifying the exporting country. Sheep
and goats from Canada would have to be
tattooed with the letters “CAN.”

Therefore, § 93.436(d) would allow
the importation of sheep and goats
under the following conditions:

» The sheep and goats are not known
to have been fed ruminant protein, other
than milk protein, during their lifetime
and are less than 12 months of age at the

time of importation into the United
States.

* The inside of one ear on each
animal is permanently and legibly
tattooed with letters identifying the
exporting country.

» The sheep or goats are accompanied
by authorized official certification, as
described above, that the above
conditions have been met.

* The sheep or goats are moved
directly from the port of entry as a group
to a designated feedlot and the shipment
is accompanied by an APHIS Form VS
1-27.

» The sheep or goats are moved
directly from the designated feedlot to a
recognized slaughtering establishment
for slaughter. The shipment is
accompanied by APHIS Form VS 1-27.

* The sheep and goats are less than
12 months of age when slaughtered.

Cervids for Inmediate Slaughter

Section 93.436, paragraph (e), would
allow the importation of cervids under
the following conditions:

» The cervids were members of a herd
in which surveillance for transmissible
spongiform encephalopathies (TSE’s)
was conducted by appropriate
authorities according to national
standards or standards of the region
itself if the region is a jurisdiction that
has effective oversight of normal animal
movements into, out of, or within the
region and that, in association with
national authorities if necessary, has the
responsibility for controlling animal
disease locally.

* The herd is not known to have been
infected with or exposed to a TSE.

» The cervids were born after the
implementation of a ban on feeding of
ruminant protein to ruminants.

» The cervids were not known to
have been fed ruminant protein, other
than milk protein, during their lifetime.

* The cervids are accompanied by
authorized official certification, as
described above, that the above
conditions have been met.

* The cervids are moved from the
port of entry as a group directly to a
recognized slaughtering establishment
in conveyances sealed at the port of
entry with seals of the United States
Government, which are broken only at
the slaughtering establishment by a
USDA representative. The cervids must
be slaughtered as a group. The shipment
is accompanied by an APHIS Form VS
17-33.

As ruminants, cervids are subject to
import restrictions because of BSE. We
believe that the above conditions are
necessary for the importation of cervids
intended for immediate slaughter,
because, although there have been no
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confirmed cases of BSE in cervids, it is
possible that they are susceptible to
BSE. To date, there have been no
challenge studies for BSE in cervids
(i.e., studies in which cervids are
intentionally exposed to the BSE agent)
to indicate the level of susceptibility of
cervids to BSE. Given the stringent
controls described above, however, and
the fact that there have been no
confirmed cases of BSE in cervids, we
believe the likelihood BSE would be
introduced into the United States
through cervid importations is
extremely low, and we do not believe
that mitigation measures other than
those listed above are necessary.

One of the requirements listed above
is that the cervids have been members
of a herd in which surveillance for
TSE’s was conducted by appropriate
authorities according to national or
regional standards. At present, the TSE
program for cervids in Canada, the one
region we are proposing to classify as
BSE-minimal risk at this time, is one
that monitors for chronic wasting
disease (CWD). However, all sampling
done to monitor for CWD would
identify animals that might be affected
with other TSE’s such as BSE.

Ruminant Products From Minimal-Risk
Regions

We are proposing to add a new
§ 94.19 to list those ruminant products
that would be allowed importation from
a BSE minimal-risk region and to set
forth the conditions for such
importation.

In evaluating the risk that ruminant
products imported into the United
States might present, the same factors
affecting the BSE risk of the live animals
from which the products are derived are
applicable. Additionally, other factors
must be considered due to the
processing the products undergo.
Slaughter methods and the removal of
risk material from source animals in the
exporting region affect the level of risk
associated with meat and meat products
from those animals, as do intended use
and the demonstrated likelihood of the
animal product in question to contain
the BSE agent.

Similar to the slaughter requirements
for ruminants imported live into the
United States for immediate slaughter, it
would be necessary to require that most
ruminant products intended for
importation into the United States from
a BSE minimal-risk region come from
animals from which intestines were
removed during processing. In some
cases, however, because of other
mitigating factors, such as if no natural
infection has been observed in the type
of animal, we do not believe it would

be necessary to require that the
intestines have been removed from the
animal from which the product is
derived.

We believe that the importation of the
categories of meat and other edible
products from ruminants from BSE
minimal-risk regions discussed below
would be unlikely to contain the BSE
agent provided the following conditions
are met, as certified to on an original
certificate issued by a full-time salaried
veterinary officer of the national
government of the region of origin, or
issued by a veterinarian designated or
accredited by the national government
of the region of origin and endorsed by
a full-time salaried veterinary officer of
the national government of the region of
origin, representing that the veterinarian
issuing the certificate was authorized to
do so.

As one of the conditions for bringing
the commodity into the United States,
we are proposing that the meat and
edible products, if arriving at a land
border port, arrive only at one of the
ports we would list in new § 94.19(k).
At this time, the only region that would
be listed in § 94.18(a)(3) as a BSE
minimal-risk region would be the
country of Canada. Because the type of
shipments that would require
inspection under this proposed rule
have not been subject to inspection in
recent years when arriving at land
border ports from Canada, we believe it
is advisable to limit their arrival by land
from Canada to those U.S. ports staffed
with personnel fully trained in the
inspection of such shipments.

We would list the following as
designated land border ports in
§94.19(k): Eastport, ID; Houlton, ME;
Detroit (Ambassador Bridge), Port
Huron, and Sault St. Marie, MI;
International Falls, MN; Sweetgrass,
MT; Alexandria Bay, Buffalo (Lewiston
Bridge and Peace Bridge), and
Champlain, NY; Pembina and Portal,
ND; Derby Line and Highgate Springs,
VT; and Blaine (Pacific Highway and
Cargo Ops), Lynden, Oroville, and
Sumas (Cargo), WA. If, in the future, we
add other countries to the list of BSE
minimal-risk regions in § 94.18(a)(3), we
would adjust the list of designated ports
accordingly.

Fresh (Chilled or Frozen) Meat From
Bovines Less Than 30 Months of Age

Section 94.19, paragraph (a), would
allow the importation of meat under the
following conditions:

* The meat is fresh (chilled or frozen)
meat from bovines less than 30 months
old at the time of slaughter that are not
known to have been fed ruminant

protein, other than milk protein, during
their lifetime.

* The bovines from which the meat is
derived were slaughtered in a
slaughtering establishment that
slaughters only bovines less than 30
months of age or complies with a
segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling of the meat with products
not eligible for importation into the
United States.

* The intestines of the bovines were
removed at slaughter.

* The product qualifies as meat
according to the definition of meat set
forth in USDA’s Food Safety and
Inspection Service’s (FSIS) regulations
at 9 CFR 301.2.

e The shipment is accompanied by
authorized official certification, as
described above, that the above
conditions have been met.

We would require that the commodity
meet the definition of “meat” according
to the FSIS regulations to ensure that, if
imported as ground meat, it has not
been combined with meat that might
contain high-risk tissues from high-risk
animals. Under the FSIS definition in 9
CFR 301.2, to be considered “meat,”
product that undergoes mechanical
separation and meat recovery from the
bones of livestock must be processed in
such a way that the processing does not
crush, grind, or pulverize bones, so that
bones emerge comparable to those
resulting from hand-deboning and the
meat itself meets the criteria of no more
than 0.15 percent or 150 mg/100 gm of
product for calcium (as a measure of
bone solids content) within a tolerance
of 0.03 percent or 30 mg. We are
proposing to use this standard for the
eligibility of meat from bovines (and, as
indicated later, for meat from sheep and
goats) to ensure that the product
contains no mechanically separated
meat that might contain high risk-
tissues. (Please note: Except where the
FSIS definition of meat is specifically
referenced in proposed § 94.19(a)(3)
with regard to meat from bovines, and
in proposed § 94.19(e)(2) with regard to
meat from sheep or goats or other ovines
or caprines, the standard dictionary
definition of meat is intended
throughout this proposed rule.)

To avoid commingling or
contamination of meat from bovines
under 30 months of age with materials
from older bovines, we would require
that the slaughtering facility in the
region of origin either slaughter only
bovines less than 30 months of age or
comply with an approved segregation
process. Such segregation during
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slaughtering could be accomplished, for
instance, by slaughtering bovines over
30 months of age only at the end of the
day on lines and with equipment
dedicated exclusively to slaughtering
such older animals.

Fresh (Chilled or Frozen) Whole or Half
Carcasses of Bovines Less Than 30
Months of Age

Section 94.19, paragraph (b), would
allow the importation of bovine
carcasses under the following
conditions:

* The products are fresh (chilled or
frozen) whole or half carcasses derived
from bovines that were less than 30
months of age when slaughtered and
that are not known to have been fed
ruminant protein, other than milk
protein, during their lifetime.

e The bovines from which the
carcasses are derived were slaughtered
in a slaughtering establishment that
slaughters only bovines less than 30
months of age or complies with a
segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling with products not eligible
for importation into the United States.

¢ The intestines of the bovines were
removed at slaughter.

* The shipment is accompanied by
authorized official certification that the
above conditions have been met.

Fresh (Chilled or Frozen) Bovine Liver

Section 94.19, paragraph (c), would
allow the importation of fresh (chilled
or frozen) bovine liver, provided the
product is combined with no other
product, is derived from bovines for
which no air-injected stunning process
was used at slaughter, and is
accompanied by authorized official
certification that the above conditions
have been met. In and of itself, the liver
is unlikely to contain infectious levels
of the BSE agent, so we are not
proposing to require that liver be
derived from animals less than 30
months of age or not known to have
been fed ruminant protein, other than
milk protein, during their lifetime.
However, we would prohibit the
importation of liver derived from
bovines for which an air-injected
stunning process was used. The liver,
because of its anatomical location and
size of its blood vessels, is the organ that
could potentially receive emboli or
tissue fragments distributed in the
animal due to the use of an air-injected
stunning process. Because there would
be no age limit on the bovines from
which the liver is derived, we believe it
is necessary to ensure that the liver be

free of such potentially high-risk
material.

Fresh (Chilled or Frozen) Bovine
Tongues

Section 94.19, paragraph (d), would
allow the importation of fresh (chilled
or frozen) bovine tongues that meet the
following conditions:

 The tongues are derived from
bovines that were born after the
implementation of an effective feed ban.

* The bovines are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime.

» The tonsils of the bovines were
removed at slaughter.

» The tongues are accompanied by
authorized official certification that the
above conditions have been met.

The tongue itself is unlikely to
contain the BSE agent in animals of any
age. However, because the tongue and
the tonsils are connected, and the
tonsils consist of tissue with
demonstrated infectivity, we believe it
is necessary to require that the tonsils
have been removed from bovines greater
than 30 months of age from which
tongues for importation are derived. To
eliminate the need to determine the
exact age of the animals from which
tongues are derived, we would require
that the tonsils have been removed at
slaughter from all bovines from which
tongues intended for importation from a
BSE minimal-risk region are derived.

Fresh (Chilled or Frozen) Meat of Sheep
or Goats or Other Ovines or Caprines

Section 94.19, paragraph (e), would
allow the importation of meat under the
following conditions:

* The product is fresh (chilled or
frozen) meat from sheep or goats or
other ovines or caprines less than 12
months of age at the time of slaughter
that are not known to have been fed
ruminant protein, other than milk
protein, during their lifetime.

* The animals from which the meat is
derived were slaughtered in a
slaughtering establishment that
slaughters only sheep and/or goats or
other ovines or caprines less than 12
months of age or complies with a
segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling of the meat with products
not eligible for importation into the
United States.

* The product qualifies as meat
according to the definition of meat set
forth in USDA’s Food Safety and
Inspection Service’s (FSIS) regulations
at 9 CFR 301.2.

* The shipment is accompanied by
authorized official certification that the
above conditions have been met.

Fresh (Chilled or Frozen) Carcasses of
Ovines or Caprines

Section 94.19, paragraph (f), would
allow the importation of fresh (chilled
or frozen) carcasses of ovines and
caprines under the following
conditions:

* The carcasses are derived from
ovines or caprines that were less than 12
months old when slaughtered and that
are not known to have been fed
ruminant protein, other than milk
protein, during their lifetime.

e The ovines or caprines from which
the carcasses were derived were
slaughtered in a slaughtering
establishment that slaughters only
ovines and/or caprines less than 12
months of age or complies with a
segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling of the carcasses with
products not eligible for importation
into the United States.

» The carcasses are accompanied by
authorized official certification that the
above conditions have been met.

Hunter-Harvested Wild Ruminant
Products

Section 94.19, paragraph (g), would
allow the importation of hunter-
harvested wild ruminant products
under the following conditions:

e The product is meat or a dressed
(eviscerated and the head is removed)
carcass of a wild sheep, goat, cervid, or
other ruminant;

* The meat or dressed carcass is
intended for personal use, and the
hunter provides proof to the U.S.
Customs and Border Protection official
that the animal was a legally harvested
wild (not ranched) animal. Such proof
will include the hunting license, tag, or
equivalent;

e The game and wildlife service of
the jurisdiction where the ruminant was
harvested has informed the
Administrator that the jurisdiction
either: (1) Conducts no type of game
feeding program, or (2) has complied
with, and continues to comply with, the
ban on the feeding of ruminant protein
to ruminants in the BSE minimal-risk
region.

Meat and meat products from wild
animals not maintained on ranches or
farms are unlikely to have ingested
contaminated commercial feed and are
unlikely to have infectious levels of the
BSE agent. Also, the nature of hunter-
harvested ruminant products to be used
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for personal use makes it highly
unlikely that the product will enter the
commercial food chain for animals. (In
§94.0, we would add a definition of
personal use to mean only for personal
consumption or display and not
distributed further or sold.) If the game
and wildlife service of the jurisdiction
where the ruminant was harvested has
not informed the Administrator either
that the jurisdiction conducts no game
feeding program or has complied with,
and continues to comply with, the feed
ban, we would direct U.S. inspectors at
the designated ports of arrival not to
allow such hunter-harvested ruminant
products from the jurisdiction to be
imported into the United States.

Fresh (Chilled or Frozen) Meat of
Cervids Either Farm-Raised or
Harvested on a Game Farm or Similar
Facility

Section 94.19, paragraph (h), would
allow the importation of meat and meat
products under the following
conditions:

* The product is fresh (chilled or
frozen) meat derived from cervids that
were born after an effective feed ban
was implemented, that were not known
to have been fed ruminant protein, other
than milk protein, during their lifetime,
and that were members of a herd not
known to be infected with or exposed to
a transmissible spongiform
encephalopathy.

e If the product is ground meat or
sausage, it was derived either from all
cervine meat or from cervine meat
mixed with nonruminant meat.

e The shipment is accompanied by
authorized official certification that the
above conditions have been met.

No natural infection of BSE has been
documented in cervids, and we believe
there is a very low risk that any tissue
in cervids is likely to contain the BSE
agent. Therefore, we believe it is
unnecessary to prohibit the importation
of ground meat or sausage that is
exclusively cervid meat or cervid meat
and nonruminant meat. However,
because it has not been proven that
cervids are not susceptible to BSE, we
believe it is necessary to require that the
cervid meat and meat products be
derived from cervids that were members
of a herd not known to have been
infected with or exposed to a
transmissible spongiform
encephalopathy.

Fresh (Chilled or Frozen) Meat From
Wild-Harvested Caribou, Musk Ox, or
Other Cervids

Section 94.19, paragraph (i), would
allow the importation of meat under the
following conditions:

* The meat is from wild caribou,
musk ox, or other cervids harvested
within a jurisdiction specified by the
Administrator for which the game and
wildlife service has informed the
Administrator that the jurisdiction
either: (1) Conducts no type of game
feeding program, or (2) has complied
with, and continues to comply with, the
ban on the feeding of ruminant protein
to ruminants in the BSE minimal-risk
region.

 The cervids from which the meat is
derived were either slaughtered in a
slaughtering establishment that
slaughters only cervids eligible for entry
into the United States or complies with
a segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling of the meat with products
not eligible for importation into the
United States.

* The shipment is accompanied by
authorized official certification that the
above conditions have been met.

This meat differs from the meat
described above under the heading
“Hunter-harvested wild ruminant
products” in that, although it is hunter-
harvested, it is done so on a larger scale
for commercial sale.

Gelatin

Section 94.19, paragraph (j), would
allow the importation of gelatin from
bones of bovines that were less than 30
months of age when slaughtered and
that are not known to have been fed
ruminant protein, other than milk
protein, during their lifetime, provided
the shipment is accompanied by
authorized official certification that
these conditions have been met.

Importation of Certain Tallow and Offal

Section 95.4 of the regulations
currently restricts the importation of
animal protein, tankage, fat, glands,
tallow other than tallow derivatives, and
serum from regions where BSE is known
to exist or that present an undue risk of
BSE. Of these products, we believe that
certain tallow and offal could be
imported from BSE minimal-risk regions
under certain conditions with little
likelihood of containing infectious
levels of the BSE agent, and are
proposing to amend § 95.4 to allow the
importation of such materials. We do
not have evidence at this time that the
other products prohibited under § 95.4
could be imported with little likelihood
of containing infectious levels of the
BSE agent.

As one of the conditions for
importation, the tallow and offal, if
arriving at a U.S. land border port,

would have to arrive at one of the ports
we would list in new § 94.19(k).

Tallow

In the case of tallow, we would
require that it contain less than 0.15
percent protein and be obtained from
bovines less than 30 months of age
when slaughtered. This product would
be considered low risk because it is
primarily lipid material with a minimal
cellular component. When it is derived
from low-risk bovines and the level of
protein is low, the material would be
unlikely to contain prion protein.

Section 95.4, paragraph (f), would
allow the importation of tallow under
the following conditions:

e The tallow is composed of less than
0.15 percent protein.

e The tallow was derived from
animals that were less than 30 months
of age when slaughtered, that were born
after the region of origin implemented
an effective ban on the feeding of
ruminant protein to ruminants, and that
were not known to have been ruminant
protein, other than milk protein, during
their lifetime.

» The tallow is not derived from an
animal that died otherwise than by
slaughter.

* The intestines were removed from
each animal at slaughter.

» The shipment of tallow to the
United States is accompanied by
authorized official certification that the
above conditions have been met.

Cervine Offal

In the case of offal, we would require
that it be derived from cervids born after
the implementation of an effective feed
ban that were not known to have been
fed ruminant protein, other than milk
protein. Because the offal would be
derived from low-risk animals, we
would consider the product to be
unlikely to contain the BSE agent. We
would limit the importation of offal to
cervine offal, because bovine offal could
contain the distal ileum, which is a
tissue with confirmed infectivity in
BSE-infected bovines.

Section 95.4, paragraph (g), would
allow the importation of offal from
cervids under the following conditions:

» The offal was derived from cervids
that were born after the feed ban, that
were not known to have been fed
ruminant protein, other than milk
protein, during their lifetime, and that
were members of a herd not known to
be infected with or exposed to a
transmissible spongiform
encephalopathy.

* The shipment of offal to the United
States is accompanied by authorized
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official certification that the above
conditions have been met.

Additionally, because offal can
encompass a variety of materials, for
clarification we would add a definition
of offal to § 95.1 to mean the parts of a
butchered animal that are removed in
dressing, consisting largely of the
viscera and the trimmings, which may
include, but are not limited to, brains,
thymus, pancreas, liver, heart, and
kidney.

APHIS Inspection of Processing and
Handling Facilities; Certification of
Compliance

Although § 95.4 restricts the
importation of animal protein, tankage,
fat, glands, tallow other than tallow
derivatives, and serum from regions
where BSE is known to exist or that
present an undue risk of BSE (as listed
in current § 94.18(a)), paragraph (c) of
§ 95.4 exempts certain materials from
the restrictions, under certain
conditions, provided the material is
derived from a nonruminant species, or
from a ruminant species if the
ruminants have never been in a region
listed in § 94.18(a). One of the
conditions for such importation is that
all steps of processing and storing the
material be carried out in a facility that
has not been used for the processing or
storage of any materials derived from
ruminants that have been in any region
listed in § 94.18(a). A further
requirement is that, if the facility
processes or handles any material
derived from mammals, the facility
must have entered into a cooperative
service agreement with APHIS to pay for
the costs of an APHIS veterinarian to
make annual inspections of the facility.

Because we believe the regions we are
proposing to include in § 94.18(a)(3) of
this proposal present a minimal risk for
BSE, we believe that, in lieu of annual
APHIS inspections of the facility, such
inspections could be carried out by the
government agency responsible for
animal health in the region, although
APHIS would reserve the right to
inspect as deemed necessary. Therefore,
we are proposing to amend § 95.4(c)(4)
to exclude facilities in BSE minimal-risk
regions from the requirement for a
cooperative service agreement and to
require that annual inspections of the
facility be carried out by a
representative of the government agency
responsible for animal health in the
region. We would, however, still apply
to BSE minimal-risk regions the
provisions of § 95.4(c)(5), which require
the facility to allow periodic inspections
by APHIS.

Additionally, we are proposing to
amend § 95.4(c)(6), which currently

specifies that each shipment imported
into the United States in accordance
with § 95.4(c) be accompanied by an
original certificate signed by a full-time,
salaried veterinarian of the government
agency responsible for animal health in
the region of export certifying that the
conditions of that section have been
met. Because of the reduced risk of such
exports from regions we would consider
minimal risk, we are proposing to
provide in § 95.4(c)(6) that, for
shipments of animal feed, the necessary
certification may be signed by a person
authorized to issue such certificates by
the veterinary services of the national
government of the region of origin.
Definitions

In addition to adding definitions of as
a group, designated feedlot, bovine
spongiform encephalopathy (BSE)
minimal-risk region, offal, and personal
use to the regulations, as discussed
above, we are proposing to define in
§93.400 the term USDA representative
to mean a veterinarian or other
individual employed by the United
States Department of Agriculture who is
authorized to perform the services
required by part 93.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be significant
for the purposes of Executive Order
12866 and, therefore, has been reviewed
by the Office of Management and
Budget.

Under the Animal Health Protection
Act of 2002 (7 U.S.C. 8301 et seq.) the
Secretary of Agriculture is authorized to
promulgate regulations to prevent the
introduction into the United States or
dissemination of any pest or disease of
livestock.

On May 20, 2003, the Canadian Food
Inspection Agency reported a case of
BSE in a beef cow in northern Alberta.
To prevent the introduction of this
disease into the United States, APHIS
issued an interim rule to classify Canada
as a region where BSE exists, thereby
prohibiting the importation of
ruminants and most ruminant products
from Canada, effective May 20, 2003.

This proposed rule would amend the
regulations by establishing a category of
regions that present a minimal risk of
introducing BSE into the United States.
The rule would set forth factors
considered for placing a region in this
category, and risk mitigations that
would be required for the importation of
certain ruminants and ruminant
products from such regions. Although
the proposed rule would list Canada as

the only BSE minimal-risk region at this
time, APHIS would evaluate requests
and supporting information submitted
by other regions for inclusion in this
category.

In accordance with Executive Order
12866 and the Regulatory Flexibility
Act, we assessed the potential economic
costs and benefits of this rule and
potential effects on small entities.
Although not addressed in the analysis,
Canadian producers/suppliers of
ruminants and ruminant products
would benefit from the resumption of
exports to the United States.

Below is a summary of our economic
analysis. A copy of the full economic
analysis is available for review in our
reading room (see the ADDRESSES
section at the beginning of this
document). You may also view the
economic analysis on the Internet by
accessing the APHIS Web site at http:/
/www.aphis.usda.gov. At the APHIS
Web site, click on the “Hot Issues”
button. On the next screen, click on the
listing for “Bovine Spongiform
Encephalopathy (BSE).” On the next
screen, click on the listing for
“Economic Analysis, Proposed Rule,
Bovine Spongiform Encephalopathy:
Minimal Risk Regions and Importation
of Commodities (APHIS Docket No. 03—
080-1).” We do not have enough data
for a comprehensive analysis of the
potential economic effect of this
proposed rule on small entities.
Therefore, in accordance with 5 U.S.C.
603, we have performed an initial
regulatory flexibility analysis for this
proposed rule. We are inviting
comments about this proposed rule as it
relates to small entities. In particular,
we are interested in determining the
number and kind of small entities that
would incur benefits or costs from the
implementation of this proposed rule
and the economic effect of those
benefits or costs.

Because Canada is the only region we
are proposing to include in the BSE
minimal-risk category at this time,
ruminant and ruminant product imports
from Canada that would be
reestablished under the proposed rule
are the focus of our analysis. However,
this minimal-risk category is not limited
to Canada and could include other
regions in the future. The analysis also
considers effects of the rule for U.S.
ruminant and ruminant product exports
should other countries not consider our
minimal-risk requirements sufficient to
safeguard against BSE introduction into
the United States and/or do not accept
our listing of Canada as a region of
minimal risk.
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The commodities that would be
allowed to enter under the proposed
rule are:

 Cattle less than 30 months of age,
sheep and goats less than 12 months of
age, and cervids of any age, imported in
all cases for immediate slaughter;

» Cattle less than 30 months of age
and sheep and goats less than 12
months of age imported for feeding at a
designated feedlot (for slaughter at less
than 30 months and 12 months of age,
respectively);

* Meat from cattle, sheep, and goats
that have been slaughtered within these
age restrictions;

» Meat of cervids either farm-raised
or harvested on a game farm or similar
facility;

* Meat from wild-harvested caribou,
musk ox, or other cervids that has been
commercially processed;

* Certain hunter-harvested wild
ruminant products for personal use; and

* Certain other products and
byproducts, including bovine livers and
tongues, gelatin, tallow, and cervid
offal.

With respect to Canada, slaughter
cattle, feeder cattle, and beef would be
the main commodities affected by
resumption of ruminant and ruminant
product imports. The additional
supplies would cause prices to fall.
Welfare gains for consumers and losses
for producers/suppliers are measured,
and net benefits and losses estimated.
Since May of this year, U.S. producers/
suppliers of ruminants and ruminant
products have benefited from high price

levels at least partly attributable to the
ban on imports from Canada. Estimated
price declines for producers/suppliers
and consumers/buyers of slaughter
cattle, feeder cattle, and beef largely
reflect a return to the more normal
market conditions that prevailed before
Canada’s BSE discovery.

Expected effects due to reestablished
slaughter cattle and feeder cattle
imports from Canada are shown in table
1. (The model and parameters used are
explained in the body of the economic
analysis.) The estimated effects are near-
term, and would occur during the first
year or so following the resumption of
imports. In the longer term, production
and marketing adjustments in response
to changed market conditions would
create new price-quantity equilibriums.

TABLE 1.—ECONOMIC EFFECTS OF REESTABLISHED SLAUGHTER CATTLE AND FEEDER CATTLE IMPORTS FROM CANADA

Assumed reestablished slaughter and feeder cattle imports from Canada (head)
Change in numbers slaughtered and fed (head)
Change in numbers supplied by U.S. entities (head)
Change in the prices of slaughter and feeder cattle (dollars per 100 pounds)
Change iN CONSUMET SUIPIUS .......iiiuiiiiiiiiiiitt ettt ettt ettt ettt e h e ee e bt e e b et e e sae e neeaiee s

Change in producer surplus ...

ANNUAI NEE DENETIL ..ot e e e et e e e e e e ettt e e e e e e s en b e eeaeeseansabaeeeaeessnnsrnns

Slaughter cattle Feeder cattle
......... 840,800 504,500
366,350 221,318
(474,450) (283,182)
($1.30) ($0.72)
$455,317,000 $188,220,000
($448,744,000) ($182,053,000)
$6,573,000 $6,167,000

Reestablished slaughter cattle imports
from Canada of 840,000 head would
result in a price decline of $1.30 per 100
pounds. This price decline would be
accompanied by an increase of about
366,350 head in the number of cattle
slaughtered, and a decrease of 474,450
head in the number of slaughter cattle
supplied by U.S. entities. These changes
translate into an increase in consumer
surplus of $455.3 million for buyers of
slaughter cattle, and a decrease in
producer surplus of $448.7 million for
sellers of slaughter cattle, for an annual
net benefit of $6.6 million.

Whether a portion of this benefit
would be realized by beef consumers
would depend upon wholesale and
retail margins and elasticities of
demand. The price decline would
reduce incomes of domestic suppliers
who would be competing with slaughter
cattle imports from Canada. The
estimated price change is small, falling
within expected variations of recent
USDA price projections. A price
decrease of $1.30 per 100 pounds would
represent a decline of 1.7 percent and

would not significantly affect buyers or
sellers of slaughter cattle.

Reestablished feeder cattle imports
from Canada totaling 504,500 head
would result in a price decline of 72
cents per 100 pounds. This fall in price
would be accompanied by an increase of
221,318 head in the number of cattle
fed, and a decrease of 283,182 head in
the number of cattle supplied to feedlots
by U.S. entities. Consumer surplus
would rise by $188.2 million for buyers
of feeder cattle, and producer surplus
would fall by $182 million for sellers of
feeder cattle, for an annual net benefit
of about $6.2 million.

A price decline resulting from
reestablished feeder cattle imports from
Canada would benefit the receiving
feedlots. The decline would also reduce
incomes for domestic suppliers, such as
stocker operations, in competition with
importers of feeder cattle from Canada.
The estimated effects are small. A price
decrease of 72 cents per 100 pounds
would represent a decline of 0.9 percent
and would not result in significant gains
or losses for the affected entities.

Beef is modeled as a single aggregate
commodity, but two analyses are
performed. Boneless beef and certain
other ruminant products are allowed to
enter the United States from Canada
under permit. We do not know whether
quantities of boneless beef that enter
under permit will reach levels that
prevailed prior to the ban. This
uncertainty is acknowledged by using
two different import levels. The first
analysis assumes that boneless beef
imports from Canada under permit will
reach 2002 levels; the effect of the
proposed rule with respect to beef
would be in reestablishing beef with
bone and whole/half carcass imports.
The second analysis assumes that no
boneless beef is imported under permit,
and all reestablished beef imports from
Canada would be attributable to the
proposed rule. The two analyses are
hypothetical extremes that provide a
lower bound and an upper bound of
possible effects. Effects for two price
levels of beef, $3.00 and $3.50 per
pound, are estimated, as shown in table
2.
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TABLE 2.—ECONOMIC EFFECTS OF REESTABLISHED BEEF IMPORTS FROM CANADA, FOR HYPOTHETICAL LOWER AND
UPPER BOUNDS OF POSSIBLE EFFECTS OF THE PROPOSED RULE

Only reestablished beef with bone and

whole/half carcass imports from Can-

ada assumed attributable to the pro- All reestablished beef imports from Canada

posed rule assumed attributable to the proposed rule
$3.00 per pound $3.50 per pound $3.00 per pound $3.50 per pound
beef beef beef beef

Assumed beef imports from Canada (tons) .................... 84,000 84,000 382,000 382,000
Change in U.S. consumption (tons) 40,324 40,324 183,378 183,378
Change in U.S. production (t0NS) ........cceecveeiiireenieneannns (43,676) (43,676) (198,622) (198,622)
Change in the price of beef (per pound) ........cccceevvveennes (1.1 cents) (1.3 cents) (5.2 cents) (6.1 cents)
Change in consumer surplus $313,260,000 $365,455,000 $1,416,390,000 $1,652,383,000
Change in producer surplus ... ($289,425,000) ($337,648,000) ($1,325,068,000) ($1,545,845,000)
Annual net benefit ... $23,835,000 $27,807,000 $91,322,000 $106,538,000

For beef prices of $3.00 and $3.50 per
pound, respectively, annual net benefits
of established beef imports would be
$23.8 million and $27.8 million (only
beef with bone and whole/half carcass
imports assumed to be reestablished due
to the proposed rule), and $91.3 million
and $106.5 million (all beef imports
assumed to be reestablished due to the
proposed rule). As with reestablished
imports of slaughter and feeder cattle,
expected price declines due to
reestablished beef imports from Canada
would not be of a magnitude to
significantly affect the economic welfare
of producers or consumers. In the first
case, price declines of 1.1 cents and 1.3
cents per pound are estimated for
assumed beef prices of $3.00 and $3.50
per pound, respectively. In the second
case, price declines of 5.2 cents and 6.1
cents per pound are estimated. Even in
the latter analysis (all reestablished beef
imports from Canada attributable to the
proposed rule), the price declines
represent less than a 2 percent fall in
price.

Other, more minor commodities that
would be allowed entry under the
proposed rule and for which we have

trade data are sheep, goats, and farmed
cervids; meat from these ruminants; and
bovine tongues and livers. In all cases,
reestablished imports from Canada
would not significantly affect the U.S.
supply of these commodities or the
welfare of U.S. entities.

The United States prohibits ruminant
imports from BSE-affected regions.
Under the proposed rule, the United
States would recognize Canada as a
minimal-risk region for BSE, under
which ruminant imports could resume.
U.S. ruminant and ruminant product
exports would be placed in jeopardy if
importing countries do not agree that
the factors the United States would
consider justify the categorization of a
region as one of minimal risk, and do
not agree that the proposed age
restrictions and other measures provide
an adequate safeguard against the risk of
BSE introduction from such a region.

We therefore analyze the economic
effects that would occur if the United
States would lose major export markets
due to this proposed rule and its
inclusion of Canada as a minimal-risk
region.

Because U.S. ruminant and ruminant
product exports to Canada and Mexico

would not be jeopardized by this
proposed rule, exports to these two
countries are excluded from the
analysis. Since nearly all U.S. cattle
exports are to Canada and Mexico, we
can also limit the analysis to possible
effects for beef exports.

Canada and Mexico together imported
about 36 percent of U.S. beef exports in
2002. Removing these exports from
consideration leaves about 64 percent of
U.S. beef exports that could be affected
by the proposed rule. About 56 percent
of U.S. beef exports (over 87 percent,
excluding shipments to Canada and
Mexico) were sold to Japan and Korea.
Given the predominance of these two
countries among importers of U.S. beef,
the analysis is performed for two levels
of export reduction: 32 percent of 2002
exports, or 263,360 tons (loss of one-half
of export markets other than Canada and
Mexico), and 64 percent, or 546,720
tons (loss of all export markets other
than Canada and Mexico). For each of
these assumed levels of export
reduction, impacts are estimated using
the same beef prices, $3.00 and $3.50
per pound. The results of the analysis
are shown in table 3.

TABLE 3.—ECONOMIC EFFECTS OF THE LOSS OF U.S. BEEF EXPORT MARKETS, ASSUMING EXPORT REDUCTIONS OF 32

PERCENT AND 64 PERCENT

[Quantities equivalent to one-half and all U.S. beef exports when exports to Canada and Mexico are excluded]

Loss of export markets equivalent to 32 Loss of export markets equivalent to 64 percent
percent of 2002 beef exports of 2002 beef exports
$3.00 per pound $3.50 per pound $3.00 per pound $3.50 per pound
beef beef beef beef
Assumed reduction in beef exports (tons) .......... 263,360 263,360 546,720 546,720
Change in U.S. consumption (tons) 116,483 116,483 232,967 232,967
Change in U.S. production (tons) ..... (146,877) (146,877) (293,753) (293,753)
Change in the price of beef (cents per pound) ... (3.6 cents) (4.2 cents) (7.2 cents) (8.4 cents)
Change in consumer surplus .........c.ccccevereernenne $910,983,000 $1,062,767,000 $1,831,174,000 $2,136,278,000
Change in producer surplus ... ($965,636,000) ($1,126,526,000) ($1,919,660,000) (%$2,239,507,000)
Annual net benefit ... ($54,653,000) ($63,759,000) ($88,486,000) ($103,229,000)
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Loss of one-half of U.S. beef export
markets other than Canada and Mexico
and redirection of the beef to the U.S.
market would result in annual net
welfare losses of about $54.7 million
and $63.8 million, for beef prices of
$3.00 and $3.50 per pound,
respectively. The associated declines in
price would be 3.6 cents and 4.2 cents
per pound. The effects if all U.S. beef
export markets other than Canada and
Mexico were to close would be annual
net welfare losses of about $88.5 million
and $103.2 million for the two beef
price levels, with decreases in price of
7.2 cents and 8.4 cents per pound. As
explained, these effects would occur
only if the proposed rule is adopted as
final and the countries to which the
United States exports beef decided to
refuse its entry as a result.

The main industries that would be
affected by the proposed rule, such as
livestock producers, slaughtering
establishments, and meat processors, are
composed predominantly of small
entities. As indicated above, since May
of this year, U.S. producers/suppliers of
ruminants and ruminant products have
benefited from high price levels at least
partly attributable to the ban on imports
from Canada. By the same token, buyers
of slaughter cattle, feeder cattle, and
beef would benefit from price declines
(slaughter cattle, 1.7 percent; feeder
cattle, 0.9 percent; and beef, less than 2
percent) resulting from the
reestablishment of these imports.

Effects from the possible loss of U.S.
export markets and subsequent industry
contractions, if this proposed rule is
adopted as final and other countries
were to refuse entry of our beef as a
result, would harm small as well as
large entities. This outcome could
occur, even though BSE has never been
discovered in the United States, if, as
described above, countries importing
U.S. beef do not agree that the factors
the United States would consider justify
the categorization of a region as one of
minimal risk, and do not agree that the
proposed age restrictions and other
measures provide an adequate safeguard
against the risk of BSE introduction
from such a region.

Alternatives to the proposed rule
would be to (1) leave the regulations
unchanged—that is, continue to prohibit
entry of ruminants and most ruminant
products from regions of minimal BSE
risk (other than products allowed entry
under permit), or (2) allow the
commodities to enter from such regions
without the age restrictions or other
measures set forth in the proposed rule.
Because Canada is the only country we
are proposing to list as a BSE minimal-

risk region at this time, the alternatives
are discussed in terms of Canada.

By maintaining current import
restrictions, estimated benefits of
reestablishing slaughter cattle, feeder
cattle, and beef imports from Canada
would not be realized. Continuation of
the status quo would also eliminate any
possibility of adverse effects for U.S.
exports.

Concerning the second alternative, the
proposed age requirements and other
measures are based on the known
epidemiology of BSE. Without these
mitigations, we believe importation of
ruminants and ruminant products (other
than those allowed entry by permit)
would expose the United States to
greater risk of BSE introduction.

A BSE discovery in the United States
would have economic consequences
similar to those that have occurred in
Canada and elsewhere. Losses would
take the form of lowered demand,
closed export markets, animal
depopulations, and increased
government expenditures for disease
management and compensation for
depopulated livestock. Tens of
thousands of jobs with total earnings in
the hundreds of millions of dollars
could be threatened by the loss of export
markets due to a discovery of BSE.

Because BSE has been linked to
variant Creutzfield-Jakob disease, one of
the most significant impacts of a BSE
occurrence in the United States would
be the potential loss of consumer
confidence in the safety of the U.S. beef
supply. An incidence of BSE could
result in a downward shift in demand
for beef, leading to lowered prices and
production.

APHIS acknowledges a theoretical
increased risk of BSE introduction into
the United States because of this rule.
However, we conclude in the risk
analysis used as a basis for this rule
that, with the proposed mitigation
measures, this risk is extremely small. If
an introduction occurred, few, if any,
additional animals would be infected. It
is highly unlikely that such an
introduction would pose a major animal
health or public health threat in the
United States; regulations and practices
in the United States are robust and
would militate against human exposure
or disease spread.

The proposed rule is considered
preferable to either continuing to
prohibit the entry of ruminants and
certain ruminant products from a BSE
minimal-risk region or allowing their
entry unconditionally. We believe the
factors considered in listing a region as
one of minimal risk and the mitigations
required for the entry of ruminants and
ruminant products would make the

likelihood of the introduction of even
one animal or product containing
infectious levels of the BSE agent
extremely small. We also believe that
listing Canada as a BSE minimal-risk
region, together with the risk-mitigation
measures that would be required, is a
balanced, science-based response to
Canada’s request that ruminants and
certain ruminant product imports by the
United States from Canada be allowed
to resume.

Executive Order 12988

This proposed rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. If this proposed rule is
adopted: (1) All State and local laws and
regulations that are inconsistent with
this rule will be preempted; (2) no
retroactive effect will be given to this
rule; and (3) administrative proceedings
will not be required before parties may
file suit in court challenging this rule.

National Environmental Policy Act

We have prepared an environmental
assessment regarding the potential
impact on the quality of the human
environment due to the importation of
ruminants and ruminant products and
byproducts from Canada under the
conditions specified in this proposed
rule. APHIS’ review and analysis of the
potential environmental impacts
associated with these proposed
importations are documented in an
environmental assessment titled
“Proposed Rulemaking to Establish
Criteria for the Importation of
Designated Ruminants and Ruminant
Products from Canada into the United
States, Environmental Assessment
(October 2003).” We are making this
environmental assessment available to
the public for review and comment. We
will consider all comments that we
receive on or before the date listed
under the heading DATES at the
beginning of this notice.

Copies of the environmental
assessment are available for public
inspection in our reading room
(information on the location and hours
of the reading room is provided under
the heading ADDRESSES at the beginning
of this proposed rule). In addition,
copies may be obtained by writing to the
individual listed under FOR FURTHER
INFORMATION CONTACT. The
environmental assessment may also be
viewed on the Internet at http://
www.aphis.usda.gov/ppd/es/
vsdocs.html.

The environmental assessment was
prepared in accordance with: (1) The
National Environmental Policy Act of
1969 (NEPA), as amended (42 U.S.C.
4321 et seq.), (2) regulations of the
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Council on Environmental Quality for
implementing the procedural provisions
of NEPA (40 CFR parts 1500-1508), (3)
USDA regulations implementing NEPA
(7 CFR part 1b), and (4) APHIS’ NEPA
Implementing Procedures (7 CFR part
372).

Paperwork Reduction Act

In accordance with section 3507(d) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection or recordkeeping
requirements included in this proposed
rule have been submitted for approval to
the Office of Management and Budget
(OMB). Please send written comments
to the Office of Information and
Regulatory Affairs, OMB, Attention:
Desk Officer for APHIS, Washington, DG
20503. Please state that your comments
refer to Docket No. 03—080-1. Please
send a copy of your comments to: (1)
Docket No. 03-080-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238,
and (2) Clearance Officer, OCIO, USDA,
room 404—W, 14th Street and
Independence Avenue SW.,
Washington, DC 20250. A comment to
OMB is best assured of having its full
effect if OMB receives it within 30 days
of publication of this proposed rule.

This proposed rule would recognize a
category of regions that present a
minimal risk of introducing BSE into
the United States via live ruminants and
ruminant products, and would add
Canada to this category. The proposed
rule would also allow the importation of
certain live ruminants and ruminant
products from such BSE minimal-risk
regions under certain conditions.

Accomplishing this would require the
use of several information collection
activities, including the completion of
certification statements for the
importation of both ruminants and
ruminant-derived products by the
national veterinary authority of the
region of origin, permits for the
movement of restricted animals, forms
associated with the importation of
animals for immediate slaughter, the
placing of seals on certain conveyances,
and the tattooing of letters on certain
livestock.

We are soliciting comments from the
public (as well as affected agencies)
concerning our proposed information
collection and recordkeeping
requirements. These comments will
help us:

(1) Evaluate whether the proposed
information collection is necessary for
the proper performance of our agency’s
functions, including whether the
information will have practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
information collection, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
information collection on those who are
to respond (such as through the use of
appropriate automated, electronic,
mechanical, or other technological
collection techniques or other forms of
information technology; e.g., permitting
electronic submission of responses).

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average 2 hours per
response.

Respondents: Canadian veterinary
authorities, herd owners, and exporters
of ruminants and ruminant-derived
products; slaughter plant and feedlot
personnel in the United States,
accredited veterinarians, and State
veterinary authorities.

Estimated annual number of
respondents: 6,000.

Estimated annual number of
responses per respondent: 20.

Estimated annual number of
responses: 120,000.

Estimated total annual burden on
respondents: 240,000 hours. (Due to
averaging, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
reporting burden per response.)

Copies of this information collection
can be obtained from Mrs. Celeste
Sickles, APHIS’ Information Collection
Coordinator, at (301) 734-7477.

Government Paperwork Elimination Act
Compliance

The Animal and Plant Health
Inspection Service is committed to
compliance with the Government
Paperwork Elimination Act (GPEA),
which requires Government agencies in
general to provide the public the option
of submitting information or transacting
business electronically to the maximum
extent possible. For information
pertinent to GPEA compliance related to
this proposed rule, please contact Mrs.
Celeste Sickles, APHIS’ Information
Collection Coordinator, at (301) 734—
7477.

List of Subjects
9 CFR Part 93

Animal diseases, Imports, Livestock,
Poultry and poultry products,
Quarantine, Reporting and
recordkeeping requirements.

9 CFR Part 94

Animal diseases, Imports, Livestock,
Meat and meat products, Milk, Poultry
and poultry products, Reporting and
recordkeeping requirements.

9 CFR Part 95

Animal feeds, Hay, Imports,
Livestock, Reporting and recordkeeping
requirements, Straw, Transportation.

Accordingly, we propose to amend 9
CFR parts 93, 94, and 95 as follows:

PART 93—IMPORTATION OF CERTAIN
ANIMALS, BIRDS, AND POULTRY,
AND CERTAIN ANIMAL, BIRD, AND
POULTRY PRODUCTS;
REQUIREMENTS FOR MEANS OF
CONVEYANCE AND SHIPPING
CONTAINERS

1. The authority citation for part 93
would continue to read as follows:

Authority: 7 U.S.C. 1622 and 8301-8317;
21 U.S.C. 136 and 136a; 31 U.S.C. 9701; 7
CFR 2.22, 2.80, and 371.4.

2. Section 93.400 would be amended
by adding definitions of as a group,
designated feedlot, and USDA
representative, in alphabetical order, to
read as follows:

§93.400 Definitions.
* * * * *

As a group. Collectively, in such a
manner that the identity of the animals
as a unique group is maintained.

* * * * *

Designated feedlot. A feedlot
indicated on the declaration required
under § 93.407 as the destination of the
ruminants imported into the United
States.

* * * * *

USDA representative. A veterinarian
or other individual employed by the
United States Department of Agriculture
who is authorized to perform the
services required by this part.

* * * * *

3. A new §93.436 would be added to

subpart D to read as follows:

§93.436 Ruminants from regions of
minimal risk for BSE.

The importation of ruminants from
regions listed in § 94.18(a)(3) of this
subchapter is prohibited, unless the
conditions of this section and any other
applicable conditions of this part are
met. Once the ruminants are imported,
if they do not meet the conditions of
this section, they must be disposed of as
the Administrator may direct.

(a) Bovines for immediate slaughter.
Bovines from a region listed in
§ 94.18(a)(3) of this subchapter may be
imported for immediate slaughter under
the following conditions:
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(1) The bovines must be less than 30
months of age when imported into the
United States;

(2) The bovines must not have been
known to have been fed ruminant
protein, other than milk protein, during
their lifetime;

(3) The bovines must be accompanied
by a certificate issued by a full-time
salaried veterinary officer of the
national government of the region of
origin, or issued by a veterinarian
designated or accredited by the national
government of the region of origin and
endorsed by a full-time salaried
veterinary officer of the national
government of the region of origin,
representing that the veterinarian
issuing the certificate was authorized to
do so, that states that the conditions of
paragraphs (a)(1) and (a)(2) of this
section have been met;

(4) The bovines must be imported
only through a port of entry listed in
§93.403(b) or as provided for in
§ 93.403(f) and must be moved directly
as a group from the port of entry to a
recognized slaughtering establishment
in conveyances that must be sealed with
seals of the U.S. Government at the port
of entry. The seals may be broken only
at the recognized slaughtering
establishment by a USDA
representative;

(5) The shipment must be
accompanied from the port of entry to
the recognized slaughtering
establishment by APHIS Form VS 17—
33;

(6) At the recognized slaughtering
establishment, the animals must be
slaughtered as a group and each
animal’s intestines must be removed;
and

(7) The intestines removed from the
animals must be disposed of in a
manner approved by the Administrator.

(b) Bovines for feeding. Bovines from
a region listed in § 94.18(a)(3) of this
subchapter may be imported under the
following conditions:

(1) The bovines must be less than 30
months of age when imported into the
United States;

(2) The bovines must not have been
known to have been fed ruminant
protein, other than milk protein, during
their lifetime;

(3) The inside of one ear on each
animal must be permanently and legibly
tattooed with letters identifying the
exporting country. Animals exported
from Canada must be tattooed with the
letters “CAN"’;

(4) The bovines must be accompanied
by a certificate issued in accordance
with § 93.405(a) that states, in addition
to the statements required by
§94.405(a), that the conditions of

paragraphs (b)(1) through (b)(3) of this
section have been met;

(5) The bovines must be imported
only through a port of entry listed in
§93.403(b) or as provided for in
§93.403(f) and must be moved directly
from the port of entry as a group to the
designated feedlot;

(6) The shipment must be
accompanied from the port of entry to
the designated feedlot by APHIS Form
VS 1-27;

(7) The bovines must be moved
directly from the designated feedlot to a
recognized slaughtering establishment
for slaughter;

(8) The shipment must be
accompanied from the designated
feedlot to the recognized slaughtering
establishment by APHIS Form VS 1-27;

(9) The bovines must be less than 30
months of age when slaughtered;

(10) At the recognized slaughtering
establishment, each animal’s intestines
must be removed; and

(11) The intestines removed from the
animals must be disposed of in a
manner approved by the Administrator.

(c) Sheep or goats for immediate
slaughter. Sheep and goats from a region
listed in § 94.18(a)(3) of this subchapter
may be imported for immediate
slaughter under the following
conditions:

(1) The sheep or goats must be less
than 12 months of age when imported
into the United States;

(2) The sheep or goats must not have
been known to have been fed ruminant
protein, other than milk protein, during
their lifetime;

(3) The sheep or goats must be
accompanied by a certificate issued by
a full-time salaried veterinary officer of
the national government of the region of
origin, or issued by a veterinarian
designated or accredited by the national
government of the region of origin and
endorsed by a full-time salaried
veterinary officer of the national
government of the region of origin,
representing that the veterinarian
issuing the certificate was authorized to
do so, that states that the conditions of
paragraphs (c)(1) and (c)(2) of this
section have been met;

(4) The sheep or goats must be
imported only through a port of entry
listed in § 93.403(b) or as provided for
in §93.403(f) and must be moved
directly as a group from the port of entry
to a recognized slaughtering
establishment for slaughter as a group in
conveyances that must be sealed with
seals of the U.S. Government at the port
of entry. The seals may be broken only
at the recognized slaughtering
establishment by a USDA
representative; and

(5) The shipment must be
accompanied from the port of entry to
the recognized slaughtering
establishment by APHIS Form VS 17—
33.

(d) Sheep or goats for feeding. Sheep
and goats from a region listed in
§ 94.18(a)(3) of this subchapter may be
imported under the following
conditions:

(1) The sheep or goats must be less
than 12 months of age when imported
into the United States;

(2) The sheep or goats must not have
been known to have been fed ruminant
protein, other than milk protein, during
their lifetime;

(3) The inside of one ear on each
animal must be permanently and legibly
tattooed with letters identifying the
exporting country. Animals from
Canada must be tattooed with the letters
“CAN”;

(4) The sheep or goats must be
accompanied by a certificate issued in
accordance with § 93.405(a) that states,
in addition to the statements required
by § 94.405(a), that the conditions of
paragraphs (d)(1) through (d)(3) of this
section have been met;

(5) The sheep or goats may be
imported only through a port of entry
listed in § 93.403(b) or as provided for
in § 93.403(f) and must be moved
directly as a group from the port of entry
to a designated feedlot;

(6) The shipment must be
accompanied from the port of entry to
the designated feedlot by APHIS Form
VS 1-27;

(7) The sheep or goats must be moved
directly from the designated feedlot to a
recognized slaughtering establishment
for slaughter;

(8) The shipment must be
accompanied from the designated
feedlot to the recognized slaughtering
establishment by APHIS Form VS 1-27;
and

(9) The sheep and goats must be less
than 12 months of age when
slaughtered.

(e) Cervids for immediate slaughter.
Cervids from a region listed in
§94.18(a)(3) of this subchapter may be
imported for immediate slaughter under
the following conditions:

(1) The cervids must have been
members of a herd in which
surveillance for transmissible
spongiform encephalopathies was
conducted by appropriate authorities
according to national standards or
standards of the region itself if the
region is a jurisdiction that has effective
oversight of normal animal movements
into, out of, or within the region and
that, in association with national
authorities if necessary, has the
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responsibility for controlling animal
disease locally;

(2) The cervids must have been
members of a herd not known to be
infected with or exposed to a
transmissible spongiform
encephalopathy;

(3) The cervids must have been born
after a ban on the feeding of ruminant
protein to ruminants was implemented;

(4) The cervids must not have been
known to have been fed ruminant
protein, other than milk protein, during
their lifetime;

(5) The cervids must be accompanied
by a certificate issued by a full-time
salaried veterinary officer of the
national government of the region of
origin, or issued by a veterinarian
designated or accredited by the national
government of the region of origin and
endorsed by a full-time salaried
veterinary officer of the national
government of the region of origin,
representing that the veterinarian
issuing the certificate was authorized to
do so, that states the conditions of
paragraphs (e)(1) through (e)(4) of this
section have been met;

(6) The cervids must be imported only
through a port of entry listed in
§ 93.403(b) or as provided for in
§ 93.403(f) and must be moved directly
from the port of entry as a group to a
recognized slaughtering establishment
for slaughter as a group in conveyances
that must be sealed with seals of the
U.S. Government at the port of entry.
The seals may be broken only at the
recognized slaughtering establishment
by a USDA representative; and

(7) The shipment must be
accompanied from the port of entry to
the recognized slaughtering
establishment by APHIS Form VS 17—
33.

PART 94—RINDERPEST, FOOT-AND-
MOUTH DISEASE, FOWL PEST (FOWL
PLAGUE), EXOTIC NEWCASTLE
DISEASE, AFRICAN SWINE FEVER,
CLASSICAL SWINE FEVER, AND
BOVINE SPONGIFORM
ENCEPHALOPATHY: PROHIBITED
AND RESTRICTED IMPORTATIONS

4. The authority citation for part 94
would continue to read as follows:

Authority: 7 U.S.C. 450, 7701-7772, and
8301-8317; 21 U.S.C. 136 and 136a; 31
U.S.C. 9701; 42 U.S.C. 4331 and 4332; 7 CFR
2.22, 2.80, and 371.4.

5. Section 94.0 would be amended by
adding new definitions of bovine
spongiform encephalopathy (BSE)
minimal-risk region, and personal use,
in alphabetical order, to read as follows:

894.0 Definitions.

* * * * *

Bovine spongiform encephalopathy
(BSE) minimal-risk region. A region
that:

(1) Maintains, and, in the case of
regions where BSE was detected, had in
place prior to the detection of BSE, risk
mitigation measures adequate to prevent
widespread exposure and/or
establishment of the disease. Such
measures include the following:

(i) Restrictions on the importation of
animals sufficient to minimize the
possibility of infected ruminants being
imported into the region, and on the
importation of animal products and
animal feed containing ruminant
protein sufficient to minimize the
possibility of ruminants in the region
being exposed to BSE;

(ii) Surveillance for BSE at levels that
meet or exceed OIE recommendations
for surveillance for BSE; and

(iii) A ban on the feeding of ruminant
protein to ruminants that appears to be
an effective barrier to the dissemination
of the BSE infectious agent, with no
evidence of significant noncompliance
with the ban.

(2) In regions where BSE was
detected, conducted an epidemiological
investigation following detection of BSE
sufficient to confirm the adequacy of
measures to prevent the further
introduction or spread of BSE, and
continues to take such measures.

(3) In regions where BSE was
detected, took additional risk mitigation
measures, as necessary, following the
BSE outbreak based on risk analysis of
the outbreak, and continues to take such

measures.
* * * * *

Personal use. Only for personal
consumption or display and not
distributed further or sold.

* * * * *

§94.1 [Amended]

6. In §94.1, paragraph (b)(4) and the
introductory text to paragraph (d) would
be amended by removing the reference
to ““§94.21” each time it appears and
replacing it with a reference to
“§94.227.

7. Section 94.18 would be amended as
follows:

a. Paragraph (a)(3) would be
redesignated as paragraph (a)(4) and
revised to read as set forth below.

b. A new paragraph (a)(3) would be
added, and paragraph (b) and the
introductory text of paragraph (c) would
be revised, to read as set forth below.

§94.18 Restrictions on importation of
meat and edible products from ruminants
due to bovine spongiform encephalopathy.

(a) * % %

(3) The following are minimal-risk
regions with regard to bovine
spongiform encephalopathy: Canada.

(4) A region may request at any time
that the Administrator consider its
removal from a list in paragraphs (a)(1)
or (a)(2) or this section, or its addition
to or removal from the list in paragraph
(a)(3) of this section, by following the
procedures in part 92 of this subchapter.

(b) Except as provided in paragraph
(d) of this section or in § 94.19, the
importation of fresh (chilled or frozen)
meat, meat products, and edible
products other than meat (except for
gelatin as provided in paragraph (c) of
this section, milk, and milk products),
from ruminants that have been in any of
the regions listed in paragraph (a) of this
section is prohibited.

(c) Gelatin. The importation of gelatin
derived from ruminants that have been
in any region listed in paragraph (a) of
this section is prohibited unless the
following conditions, or the conditions
of §94.19(j), have been met:

* * * * *

8. Sections 94.19 through 94.24 would
be redesignated as §§ 94.20 through
94.25, respectively.

9. A new §94.19 would be added to
read as follows:

§94.19 Restrictions on importation from
BSE minimal-risk regions of meat and
edible products from ruminants.

Except as provided in § 94.18 and this
section, the importation of fresh (chilled
or frozen) meat, meat products, and
edible products other than meat
(excluding gelatin, milk, and milk
products), from ruminants that have
been in any of the regions listed in
§94.18(a)(3) is prohibited. The
commodities listed in paragraphs (a)
through (j) of this section may be
imported from a region listed in
§94.18(a)(3) if the conditions listed are
met and if, except for the commodities
described in paragraph (g), the
commodities are accompanied by an
original certificate of such compliance
issued by a full-time salaried veterinary
officer of the national government of the
region of origin, or issued by a
veterinarian designated or accredited by
the national government of the region of
origin and endorsed by a full-time
salaried veterinary officer of the
national government of the region of
origin, representing that the veterinarian
issuing the certificate was authorized to
do so.

(a) Fresh (chilled or frozen) meat from
bovines less than 30 months of age. The
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meat is derived from bovines that were
less than 30 months of age when
slaughtered and that are not known to
have been fed ruminant protein, other
than milk protein, during their lifetime,
and meets the following conditions:

(1) The bovines from which the meat
is derived were slaughtered at a facility
that either slaughters only bovines less
than 30 months of age or complies with
a segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling of the meat with products
not eligible for importation into the
United States.

(2) The intestines of the bovines were
removed at slaughter; and

(3) The product qualifies as meat
under the definition of meat in USDA’s
Food Safety and Inspection Service’s
regulations at 9 CFR 301.2.

(b) Fresh (chilled or frozen) whole or
half carcasses of bovines less than 30
months of age. The carcasses are
derived from bovines that meet the
following conditions:

(1) The bovines were less than 30
months of age when slaughtered;

(2) The bovines are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime;

(3) The intestines of the bovines were
removed at slaughter; and

(4) The bovines were slaughtered at a
facility that either slaughters only
bovines less than 30 months of age or
complies with a segregation process
approved by the national veterinary
authority of the region of origin and the
Administrator as adequate to prevent
contamination or commingling with
products not eligible for importation
into the United States.

(c) Fresh (chilled or frozen) bovine
liver. The commodity is liver containing
no other product and is derived from
bovines for which an air-injected
stunning process was not used at
slaughter.

(d) Fresh (chilled or frozen) bovine
tongues. The tongues are derived from
bovines that were born after the region
implemented an effective ban on the
feeding of ruminant protein to
ruminants, that are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime, and
from which the tonsils of each animal
were removed at slaughter.

(e) Fresh (chilled or frozen) meat of
sheep or goats or other ovines or
caprines. The meat is from sheep or
goats or other ovines or caprines that
were less than 12 months of age when
slaughtered and that are not known to
have been fed ruminant protein, other

than milk protein, during their lifetime,
and meets the following conditions:

(1) The meat is derived from sheep or
goats or other ovines or caprines that
were slaughtered at a facility that either
slaughters only sheep and/or goats or
other ovines and caprines less than 12
months of age or complies with a
segregation process approved by the
national veterinary authority of the
region of origin and the Administrator
as adequate to prevent contamination or
commingling of the meat with products
not eligible for importation into the
United States; and

(2) The product qualifies as meat
under the definition of meat in USDA’s
Food Safety and Inspection Service’s
regulations at 9 CFR 301.2.

(f) Fresh (chilled or frozen) carcasses
of ovines and caprines. The carcasses
are derived from ovines or caprines that
were less than 12 months of age when
slaughtered, that are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime, and
that were slaughtered at a facility that
either slaughters only ovines and/or
caprines less than 12 months of age or
complies with a segregation process
approved by the national veterinary
authority of the region of origin and the
Administrator as adequate to prevent
contamination or commingling of the
carcasses with products not eligible for
importation into the United States.

(g) Fresh (chilled or frozen) meat or
dressed carcasses of hunter-harvested
wild sheep, goats, cervids, or other
ruminants. The meat or dressed carcass
(eviscerated and the head is removed) is
derived from a wild sheep, goat, cervid,
or other ruminant and meets the
following conditions:

(1) The meat or dressed carcass is
intended for personal use and is derived
from an animal that has been legally
harvested in the wild, as verified by
proof such as a hunting license, tag, or
the equivalent that the hunter must
show to the United States Customs and
Border Protection official; and

(2) The animals from which the meat
is derived were harvested within a
jurisdiction specified by the
Administrator for which the game and
wildlife service of the jurisdiction has
informed the Administrator either that
the jurisdiction conducts no type of
game feeding program, or has complied
with, and continues to comply with, the
ban on the feeding of ruminant protein
to ruminants in the BSE minimal-risk
region.

(h) Fresh (chilled or frozen) meat of
cervids either farm-raised or harvested
on a game farm or similar facility. The
meat is derived from cervids that were
born after the region of origin

implemented an effective ban on the
feeding of ruminant protein to
ruminants, that are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime, and
that were members of a herd not known
to be infected with or exposed to a
transmissible spongiform
encephalopathy, and, if ground meat or
sausage, is either all cervine meat or
cervine meat mixed with nonruminant
meat.

(i) Fresh (chilled or frozen) meat from
wild-harvested caribou, musk ox, or
other cervids. The meat is derived from
wild caribou, musk ox, or other cervids
and meets the following conditions:

(1) The animals from which the meat
is derived were harvested within a
jurisdiction specified by the
Administrator for which the game and
wildlife service of the jurisdiction has
informed the Administrator either that
the jurisdiction conducts no type of
game feeding program, or has complied
with, and continues to comply with, the
ban on the feeding of ruminant protein
to ruminants in the BSE minimal-risk
region; and

(2) The meat is derived from cervids
that were slaughtered at a facility that
either slaughters only cervids eligible
for entry into the United States or
complies with a segregation process
approved by the national veterinary
authority of the region of origin and the
Administrator as adequate to prevent
contamination or commingling of the
meat with products not eligible for
importation into the United States.

(j) Gelatin. The gelatin is derived from
the bones of bovines less than 30
months of age when slaughtered and
that are not known to have been fed
ruminant protein, other than milk
protein, during their lifetime.

(k) Ports. All products to be brought
into the United States under this section
must, if arriving at a land border port,
arrive at one of the following ports:
Eastport, ID; Houlton, ME; Detroit
(Ambassador Bridge), Port Huron, and
Sault St. Marie, MI; International Falls,
MN; Sweetgrass, MT; Alexandria Bay,
Buffalo (Lewiston Bridge and Peace
Bridge), and Champlain, NY; Pembina
and Portal, ND; Derby Line and
Highgate Springs, VT; and Blaine
(Pacific Highway and Cargo Ops),
Lynden, Oroville, and Sumas (Cargo),
WA.
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PART 95—SANITARY CONTROL OF
ANIMAL BYPRODUCTS (EXCEPT
CASINGS), AND HAY AND STRAW,
OFFERED FOR ENTRY INTO THE
UNITED STATES

10. The authority citation for part 95
would continue to read as follows:

AuthOI‘ity: 7 U.S.C. 8301-8317; 21 U.S.C.
136 and 136a; 31 U.S.C. 9701; 7 CFR 2.22,
2.80, and 371.4.

11. Section 95.1 would be amended
by adding a new definition of offal, in
alphabetical order, to read as follows:

8§95.1 Definitions.

Offal. The parts of a butchered animal
that are removed in dressing, consisting
largely of the viscera and the trimmings,
which may include, but are not limited
to, brains, thymus, pancreas, liver,
heart, kidney.

12. Section 95.4 would be amended as
follows:

a. In paragraph (a), the words
“paragraphs (c) through (f)”” would be
removed and the words “paragraphs (c)
through (h)” would be added in their
place.

b. In paragraph (b), the words
“paragraphs (d) and (f)” would be
removed and the words “paragraphs (d)
and (h)” would be added in their place.

c. In paragraph (c)(4), the first
sentence would be revised and a new
sentence would be added after the final
sentence to read as set forth below.

d. Paragraph (c)(6) would be revised
to read as set forth below.

e. Paragraph (ﬂ would be redesignated
as paragraph (h

fp New paragraphs (f) and (g) would be
added to read as set forth below:

§95.4 Restrictions on the importation of
processed animal protein, offal, tankage,
fat, glands, certain tallow other than tallow
derivatives, and serum due to bovine
spongiform encephalopathy.

* * * * *

(C * *x %

(4) Except for facilities in regions
listed in § 94.18(a)(3) of this subchapter,
if the facility processes or handles any
material derived from mammals, the
facility has entered into a cooperative
service agreement executed by the
operator of the facility and APHIS.

* * *In facilities in regions listed in

§ 94.18(a)(3) of this subchapter, the
inspections that would otherwise be
conducted by APHIS must be conducted
at least annually by a representative of
the government agency responsible for
animal health in the region.

* * * * *

(6) Each shipment to the United States
is accompanied by an original certificate

signed by a full-time, salaried
veterinarian of the government agency
responsible for animal health in the
region of export certifying that the
conditions of paragraph (c)(1) through
(c)(3) of this section have been met,
except that, for shipments of animal
feed from a region listed in § 18(a)(3) of
this subchapter, the certificate may be
signed by a person authorized to issue
such certificates by the veterinary
services of the national government of
the region of origin.

* * * * *

(f) Tallow otherwise prohibited
importation under paragraph (a)(1) of
this section may be imported into the
United States if it meets the following
conditions:

(1) The tallow is composed of less
than 0.15 percent protein;

(2) The tallow is derived from bovines
that have not been in a region listed in
§94.18(a)(1) or (a)(2) of this subchapter:

(3) The bovines were less than 30
months of age when slaughtered and
were born after the region of origin
implemented an effective ban on the
feeding of ruminant protein to
ruminants;

(4) The bovines are not known to have
been fed ruminant protein, other than
milk protein, during their lifetime;

(5) The intestines were removed from
each bovine at slaughter.

(6) The tallow is not derived from an
animal that died otherwise than by
slaughter;

(7) Each shipment to the United States
is accompanied by an original certificate
signed by a full-time salaried veterinary
officer of the national government of the
region of origin, or issued by a
veterinarian designated by or accredited
by the national government of the region
of origin and endorsed by a full-time
salaried veterinary officer of the
national government of the region of
origin, representing that the veterinarian
issuing the certificate was authorized to
do so. The certificate must state that the
requirements of paragraphs (f)(1)
through (f)(6) of this section have been
met; and

(8) The shipment, if arriving at a U.S.
land border port, arrives at a port listed
in § 94.19(k) of this subchapter.

(g) Offal derived from cervids that is
otherwise prohibited importation under
paragraph (a)(1) of this section may be
imported if the following conditions are
met:

(1) The offal is derived from cervids
that were born after the region of origin
implemented an effective ban on the
feeding of ruminant protein to
ruminants, that are not known to have
been fed ruminant protein, other than

milk protein, during their lifetime, and
that were members of herd not known
to be infected with or exposed to a
transmissible spongiform
encephalopathy;

(2) Each shipment to the United States
is accompanied by an original certificate
signed by a full-time salaried veterinary
officer of the national government of the
region of origin, or issued by a
veterinarian designated by or accredited
by the national government of the region
of origin and endorsed by a full-time
salaried veterinary officer of the
national government of the region of
origin, representing that the veterinarian
issuing the certificate was authorized to
do so. The certificate must state that the
requirements of paragraph (g)(1) of this
section have been met; and

(3) The shipment, if arriving at a U.S.
land border port, arrives at a port listed
in § 94.19(k) of this subchapter.

* * * * *

Done in Washington, DG, this 29th of
October 2003.

Bill Hawks,

Under Secretary for Marketing and Regulatory
Programs.

[FR Doc. 03-27611 Filed 10-31-03; 2:30 pm]
BILLING CODE 3410-34-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2001-NM-120-AD]
RIN 2120-AA64

Airworthiness Directives; Airbus Model
A319, A320, and A321 Series Airplanes

AGENCY: Federal Aviation

Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
supersedure of an existing airworthiness
directive (AD), applicable to certain
Airbus Model A320 series airplanes,
that currently requires an inspection to
detect moisture and migrated bushings
of the guide fittings of the safety locking
pins of the passenger doors, removal of
any moisture, application of grease, and
reinstallation of any migrated bushing.
That AD also requires installation of a
greasing nipple on the guide fitting of
the locking pin and on three telescopic
rods on the passenger doors. This action
would add a requirement for
modification of the upper guide fitting
of the locking pin, and would expand
the applicability in the existing AD. The
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actions specified by the proposed AD
are intended to prevent jamming of the
locking pin of the passenger door,
which could result in inability to open
the passenger door and delay of
evacuation in an emergency, resulting in
possible injury to passengers or crew.
This action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
December 4, 2003.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2001-NM—
120-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2001-NM-120-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Airbus Industrie, 1 Rond Point Maurice
Bellonte, 31707 Blagnac Cedex, France.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington.

FOR FURTHER INFORMATION CONTACT: Tim
Dulin, Aerospace Engineer,
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055—4056; telephone (425) 227-2141;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

+ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

 For each issue, state what specific
change to the proposed AD is being
requested.

* Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2001-NM-120-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2001-NM-120-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

On December 30, 1997, the FAA
issued AD 98-01-12, amendment 39—
10275 (63 FR 1905, January 13, 1998),
applicable to certain Airbus Model
A320 series airplanes, to require an
inspection to detect moisture and
migrated bushings of the guide fittings
of the safety locking pins of the
passenger doors, removal of any
moisture, application of grease, and
reinstallation of any migrated bushing.
That AD also requires installation of a
greasing nipple on the guide fitting of
the locking pin and on three telescopic
rods on the passenger doors. That action
was prompted by reports of difficulty
opening the passenger doors due to
jamming of the locking pin. The
requirements of that AD are intended to
prevent such jamming of the locking
pin, which could result in inability to
open the passenger door.

Actions Since Issuance of Previous Rule

Since the issuance of AD 98-01-12,
the Direction Générale de 1’Aviation
Civile (DGAC), which is the
airworthiness authority for France, has

informed us of additional incidents
involving jamming of the forward right
door in the up position on certain
Model A319, A320, and A321 series
airplanes. Investigation revealed
migration of the bushings in the upper
safety guide fitting which were installed
per the requirements of that AD.
Jamming of the locking pin of the
passenger door could result in inability
to open the passenger door and delay of
evacuation in an emergency, resulting in
possible injury to passengers or crew.
Modification of the upper guide
fitting of the locking pin will prevent
any possibility of migration of the
bushings, and will allow the grease to
escape during servicing of the airplane.

Explanation of Relevant Service
Information

Airbus has issued Service Bulletin
A320-52-1105, Revision 02, dated May
21, 2002, which describes procedures
for modification of the upper guide
fitting of the locking pin of the forward
and aft passenger/crew doors. The
modification involves installing a new
single recessed guide bushing with a
threaded lubrication fitting. The service
bulletin also specifies accomplishment
of functional and operational tests after
doing the modification. The DGAC
classified this service bulletin as
mandatory and issued French
airworthiness directive 2001-100(B),
dated March 21, 2001, to ensure the
continued airworthiness of these
airplanes in France.

FAA'’s Conclusions

These airplane models are
manufactured in France and are type
certificated for operation in the United
States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the DGAC has
kept us informed of the situation
described above. We have examined the
findings of the DGAC, reviewed all
available information, and determined
that AD action is necessary for products
of this type design that are certificated
for operation in the United States.

Explanation of Requirements of
Proposed AD

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design registered in the United
States, the proposed AD would
supersede AD 98—-01-12 to continue to
require an inspection to detect moisture
and migrated bushings of the guide
fittings of the safety locking pins of the
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passenger doors, removal of any
moisture, application of grease, and
reinstallation of any migrated bushing.
The proposed AD also would continue
to require installation of a greasing
nipple on the guide fitting of the locking
pin and on three telescopic rods on the
passenger doors. This action would add
a requirement for modification of the
upper guide fitting of the locking pin,
and would expand the applicability in
the existing AD. The actions would be
required to be accomplished in
accordance with the service bulletin
described previously, except as
discussed below.

Differences Between the French
Airworthiness Directive, Service
Bulletin and This Proposed AD

The service bulletin and French
airworthiness directive recommend
doing the modification within 3 years
after issuance of the service bulletin and
French airworthiness directive, for
Model A320 and A321 series airplanes
on which Airbus Service Bulletin A320—
52—1057 has been incorporated in
service; and within 5 years after
issuance of the service bulletin and
French airworthiness directive, for
Model A319, A320, and A321 series
airplanes on which Airbus Modification
24389 was done in production. This
proposed AD would require that the
modification for those airplanes be done
within 1 year and 3 years, respectively,
after the effective date of the AD. In
developing an appropriate compliance
time for this proposed AD, we have
considered the degree of urgency
associated with the subject unsafe
condition, in addition to the fact that
maintenance schedules vary among
operators, depending on the average
utilization of the affected fleet and the
time necessary to perform the actions. In
light of these factors, we find that this
compliance time represents an
appropriate interval of time for affected
airplanes to continue to operate without
compromising safety.

Cost Impact

There are approximately 168
airplanes of U.S. registry that would be
affected by this proposed AD.

The actions that are currently
required by AD 98-01-12 take about 4
work hours per airplane (1 work hour
per door) to accomplish, at an average
labor rate of $65 per work hour. Based
on these figures, the cost impact of the
currently required actions is estimated
to be $260 per airplane.

The new modification that is
proposed in this AD action would take
about 8 work hours per airplane (2 work
hours per door) to accomplish, at an

average labor rate of $65 per work hour.
Required parts costs would be minimal.
Based on these figures, the cost impact
of the proposed requirements of this AD
on U.S. operators is estimated to be
$87,360, or $520 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-10275 (63 FR
1905, January 13, 1998), and by adding
a new airworthiness directive (AD), to
read as follows:

Airbus: Docket 2001-NM-120-AD.
Supersedes AD 98-01-12, Amendment
39-10275.

Applicability: Model A319, A320, and
A321 series airplanes; certificated in any
category; except those on which Airbus
Modification 27142 has been incorporated
during production.

Compliance: Required as indicated, unless
accomplished previously.

To prevent jamming of the locking pin of
the passenger door, which could result in
inability to open the passenger door and
delay of evacuation in an emergency,
resulting in possible injury to passengers or
crew, accomplish the following:

Restatement of Requirements of AD 98-01—
12

Inspection/Corrective Action

(a) Prior to the accumulation of 450 hours,
time-in-service after one year from the
delivery date of the airplane, or within 450
hours, time-in-service after February 17, 1998
(the effective date of AD 98-01-12,
amendment 39—10275), whichever occurs
later; perform an inspection to detect
moisture or migrated bushings of the guide
fittings of the upper safety locking pins on
each passenger door, in accordance with
Airbus Industrie All Operators Telex (AOT)
52-06, dated February 4, 1994.

(1) If any moisture is found in the guide
fitting, prior to further flight, remove the
moisture, dry the guide fitting, fill it with low
temperature grease, and reinstall the guide
fitting with bolts, washers, and nuts in
accordance with the AOT.

(2) If any migrated bushing is found, prior
to further flight, reinstall the bushing using
Loctite 672 in accordance with the AOT. If
the bushing cannot be reinstalled prior to
further flight, the airplane may be operated
without the upper locking pin for an
additional 50 hours time-in-service or three
days after accomplishing the inspection,
whichever occurs first, provided that the
requirements specified in paragraphs (a)(2)(i),
(a)(2)(ii), and (a)(2)(iii) of this AD are
accomplished. This compliance time applies
to each passenger door.

(i) The connecting rod to the locking shaft
shall be removed.

(ii) The guide fitting shall remain installed.
(iii) The cavity in the guide fitting (which
results from the removal of the upper locking
pin) shall be covered with high speed tape

to prevent moisture ingress.

Installation of Greasing Nipple

(b) Within 15 months after February 17,
1998, install a greasing nipple on the guide
fitting of the locking pin and on three
telescopic rods on the passenger doors in
accordance with Airbus Industrie Service
Bulletin No. A320-52-1057, dated July 26,
1994.
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New Requirements of This AD

Modification

(c) Modity the upper guide fitting of the
locking pin in accordance with paragraphs
3.A. through 3.D. of the Accomplishment
Instructions of Airbus Service Bulletin A320—
52-1105, Revision 02, dated May 21, 2002; at
the time specified in paragraph (c)(1) or (c)(2)
of this AD, as applicable. Accomplishment of
the modification before the effective date of
this AD in accordance with Airbus Service
Bulletin A320-52-1105, dated September 29,
2000; or Revision 01, dated August 7, 2001;
is considered acceptable for compliance with
the corresponding action in this paragraph.

(1) For Model A320 and A321 series
airplanes on which Airbus Service Bulletin
A320-52-1057 has been incorporated in
service: Within 1 year after the effective date
of this AD.

(2) For Model A319, A320, and A321 series
airplanes on which Airbus Modification
24389 was done in production: Within 3
years after the effective date of this AD.

Alternative Methods of Compliance

(d)(1) In accordance with 14 CFR 39.19, the
Manager, International Branch, ANM-116,
FAA, Transport Airplane Directorate, is
authorized to approve alternative methods of
compliance for this AD.

(2) Alternative methods of compliance,
approved previously per AD 98-01-12,
amendment 39-10275, are approved as
alternative methods of compliance with
paragraphs (a) and (b) of this AD, as
applicable.

Note 1: The subject of this AD is addressed
in French airworthiness directive 2001—
100(B), dated March 21, 2001.

Issued in Renton, Washington, on October
29, 2003.

Ali Bahrami,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 03-27670 Filed 11-3-03; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2002-NM-273-AD]
RIN 2120-AA64

Airworthiness Directives; Boeing
Model 727 Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to all
Boeing Model 727 airplanes. This
proposal would require an inspection of
the bolts used to attach the forward cone

bolt to the engine flange to determine if
the attachment bolts are either H-11
steel bolts or cadmium-plated bolts.
This proposal would also require
replacement of either H-11 steel bolts or
cadmium-plated bolts with new
corrosion-resistant steel bolts. This
action is necessary to prevent
undetected cracking of the H-11 bolts or
excessive wear of the cadmium-plated
bolts, which would compromise the
primary load path of the engine support
and could result in separation of the
engine from the airplane. This action is
intended to address the identified
unsafe condition.

DATES: Comments must be received by
December 19, 2003.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2002-NM—
273-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9 a.m. and 3 p.m.,
Monday through Friday, except Federal
holidays. Comments may be submitted
via fax to (425) 227-1232. Comments
may also be sent via the Internet using
the following address: 9-anm-
nprmcomment@faa.gov. Comments sent
via fax or the Internet must contain
“Docket No. 2002—NM-273—AD" in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 for
Windows or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Boeing Commercial Airplane Group,
P.O. Box 3707, Seattle, Washington
98124—2207. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT: Ivan
Li, Aerospace Engineer, Airframe
Branch, ANM—-120S, FAA, Seattle
Aircraft Certification Office, 1601 Lind
Avenue, SW., Renton, Washington
98055—4056; telephone (425) 917-6437;
fax (425) 917-6590.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be

considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

» Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

» For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2002-NM—-273-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2002-NM-273—-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.

Discussion

The FAA has received reports
indicating that H-11 steel bolts used to
attach the forward cone bolt to the
engine flange of Boeing Model 727
airplanes are susceptible to stress
corrosion cracking, although no reports
of related cracking have been received.
Also, the cadmium-plated bolts that
were also used in production are not
sufficiently wear-resistant for the
application. This condition, if not
corrected, could compromise the
primary load path of the engine support,
which could result in separation of the
engine from the airplane.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Boeing Alert Service Bulletin 727—
71A0402, dated January 18, 2001, which
describes procedures for inspecting the
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bolts that are used to attach the forward
cone bolt to the engine flange to
determine if H-11 steel bolts or
cadmium-plated bolts are installed. The
service bulletin also describes
procedures for replacing H-11 steel
bolts or cadmium-plated bolts with
corrosion-resistant steel bolts.
Accomplishment of the actions
specified in the service bulletin is
intended to adequately address the
identified unsafe condition.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
require accomplishment of the actions
specified in the service bulletin
described previously, except as
discussed below.

Differences Between Proposed Rule and
Service Bulletin

Operators should note that, although
Boeing Alert Service Bulletin 727—
71A040s, dated January 18, 2001,
recommends that the affected bolts be
inspected and replaced at the next
convenient scheduled maintenance
period not to exceed 3,000 flight cycles,
this proposal would require that the
affected bolts be inspected and replaced
within 18 months or 3,000 flight cycles
from the effective date of this AD,
whichever is earlier.

Cost Impact

There are approximately 1,148 Model
727 series airplanes of the affected
design in the worldwide fleet. The FAA
estimates that 715 airplanes of U.S.
registry would be affected by this
proposed AD, that it would take
approximately 3 work hours per
airplane to accomplish the proposed
inspection, and that the average labor
rate is $65 per work hour. Based on
these figures, the cost impact of the
proposed AD on U.S. operators is
estimated to be $139,425, or $195 per
airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this proposed AD were not adopted. The
cost impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,

planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Boeing: Docket 2002-NM-273—-AD.

Applicability: All Model 727, 727C, 727-
100, 727-100C, 727-200, and 727-200F
series airplanes, certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent undetected cracking of the H—
11 steel bolts or cadmium-plated bolts, which
would compromise the primary load path of
the engine support and could result in
separation of the engine from the airplane,
accomplish the following:

Inspection and Replacement

(a) Within 18 months or 3,000 flight cycles
from the effective date of this AD, whichever
is earlier, inspect the bolts that are used to
attach the forward cone bolt to the engine
flange to determine if they are H-11 steel
bolts (part number (P/N ) BACB30GU12-64),
cadmium-plated bolts (P/N BACB30LM12—
64), or corrosion-resistant bolts (P/N
NAS6712E64), per the Accomplishment
Instructions of Boeing Alert Service Bulletin
727-71A0402, dated January 18, 2001.

(1) If corrosion-resistant bolts (P/N
NAS6712E64) are installed, no further action
is required by this paragraph.

(2) If any H-11 steel bolt or cadmium-
plated bolt is found, before further flight,
replace the bolt with a new corrosion-
resistant bolt (P/N NAS6712E64), according
to the Accomplishment Instructions in the
service bulletin.

Parts Installation

(b) As of the effective date of this AD, no
person may install an H-11 steel bolt (P/N
BACB30GU12-64) or a cadmium-plated bolt
(P/N BACB30LM12—64) to attach the forward
cone bolt to the engine flange on any
airplane.

Alternative Methods of Compliance

(c) In accordance with 14 CFR 39.19, the
Manager, Seattle Aircraft Certification Office,
FAA, is authorized to approve alternative
methods of compliance for this AD.

Issued in Renton, Washington, on October
29, 2003.

Ali Bahrami,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 03-27671 Filed 11-3-03; 8:45 am)]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2002-NM-219-AD]
RIN 2120-AA64

Airworthiness Directives; Boeing
Model 737-100, —200, —200C, —300,
—400, and -500 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Supplemental notice of
proposed rulemaking; reopening of
comment period.

SUMMARY: This document revises an
earlier proposed airworthiness directive
(AD), applicable to all Boeing Model
737-100, =200, —200C, —300, —400, and
—500 series airplanes, that would have
superseded an existing AD that
currently requires repetitive inspections
to find cracks, fractures, or corrosion of
each carriage spindle of the left and
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right outboard mid-flaps; and corrective
action, if necessary. The proposed AD
would also have mandated the
previously optional overhaul or
replacement of the carriage spindles,
which would have ended the repetitive
inspections required by the existing AD.
This new action revises the proposed
rule by adding a new requirement to the
nickel plating procedures and extending
the compliance time for the overhaul or
replacement. The actions specified by
this new proposed AD are intended to
prevent severe flap asymmetry due to
fractures of the carriage spindles on an
outboard mid-flap, which could result
in reduced control or loss of
controllability of the airplane. This
action is intended to address the
identified unsafe condition.

DATES: Comments must be received by
December 1, 2003.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 2002—-NM—
219-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p-m., Monday through Friday, except
Federal holidays. Comments may be
submitted via fax to (425) 227-1232.
Comments may also be sent via the
Internet using the following address: 9-
anm-nprmcomment@faa.gov. Comments
sent via fax or the Internet must contain
“Docket No. 2002-NM-219—-AD” in the
subject line and need not be submitted
in triplicate. Comments sent via the
Internet as attached electronic files must
be formatted in Microsoft Word 97 or
2000 or ASCII text.

The service information referenced in
the proposed rule may be obtained from
Boeing Commercial Airplane Group,
P.O. Box 3707, Seattle, Washington
98124-2207. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington.

FOR FURTHER INFORMATION CONTACT:
Robert Hardwick, Aerospace Engineer,
Airframe Branch, ANM-120S, FAA,
Seattle Aircraft Certification Office,
1601 Lind Avenue, SW., Renton,
Washington 98055—-4056; telephone
(425) 917-6457; fax (425) 917-6590.
SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and

be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this action may be changed in light
of the comments received.

Submit comments using the following
format:

+ Organize comments issue-by-issue.
For example, discuss a request to
change the compliance time and a
request to change the service bulletin
reference as two separate issues.

 For each issue, state what specific
change to the proposed AD is being
requested.

¢ Include justification (e.g., reasons or
data) for each request.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this action
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 2002-NM-219-AD.”
The postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
2002-NM-219-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055—4056.

Discussion

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to add an airworthiness
directive (AD), applicable to all Boeing
Model 737-100, —200, —200C, —300,
—400, and —500 series airplanes, was
published as a notice of proposed
rulemaking (NPRM) in the Federal
Register on March 4, 2003 (68 FR
10188). That NPRM (the “original
NPRM”’) proposed to supersede AD
2002—-22-05, amendment 39-12929 (67
FR 66316, October 31, 2002), which is
applicable to all Boeing Model 737-100,
—-200, —200C, —300, —400, and —500
series airplanes. That proposal would
have continued to require repetitive
inspections to find cracks, fractures, or

corrosion of each carriage spindle of the
left and right outboard mid-flaps; and
corrective action, if necessary. That
NPRM also proposed to mandate the
previously optional overhaul or
replacement of the carriage spindles,
which would end the repetitive
inspections required by the existing AD.
Fractures of the carriage spindles on an
outboard mid-flap could result in severe
flap asymmetry and consequent reduced
control or loss of controllability of the
airplane.

Actions Since Issuance of Previous
Proposal

Due consideration has been given to
the comments received in response to
the original NPRM. Some of the
comments have resulted in changes to
the original NPRM.

Request To Change Maximum
Thickness of Nickel Plating

One commenter, the manufacturer,
asks that the maximum thickness of the
nickel plating, as specified in paragraph
(d)(2) of the original NPRM, be changed.
The commenter provides substantiating
data which show that, since the rate of
plating is directly related to the rate of
hydrogen generation in the plating
process, limiting the deposition rate
more efficiently minimizes hydrogen
generation during plating and reduces
the potential for hydrogen
embrittlement of the part. The
commenter asks that paragraph (d)(2) be
changed to read, ““After initial
application of the plating current and
during the plating process, the rate of
plating deposit must be maintained
between .001-inch-per-hour and a
maximum of .002-inch-per-hour.”

The FAA partially agrees with the
commenter. The material and
configuration of the outboard flap
carriage are such that there is increased
concern for hydrogen embrittlement in
the large diameter of the spindle region.
After reviewing the service experience
and finding no other existing related
requirements, the FAA finds it
necessary to include the plating
requirements in this AD. Controlling the
deposition rate is a direct method of
controlling the quality of the plate and
generation of hydrogen during the
plating process. The absorption and
diffusion of hydrogen into the metal
during the plating process leads to a
condition known as “hydrogen
embrittlement.” Metals affected by
hydrogen embrittlement have reduced
ductility and may prematurely fail
during normal usage due to this
condition. The original requirement of
0.020-inch-per-plating/baking cycle did
not control the deposition rate, and
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there were wide variations. High
deposition rates produce high rates of
hydrogen and poor-quality grain
structure. The key parameter of 0.002-
inch-per-hour maximum deposition rate
(which is a more stringent requirement)
provides a safeguard against high
deposition rates. There is no significant
detrimental effect from low deposition
rates, so the minimum requirement
requested will not be included.
Therefore, we have changed paragraph
(d)(2) of this supplemental NPRM to
read, “The maximum thickness of the
nickel plating that is deposited in any
one plating/baking cycle must not
exceed 0.002-inch-per-hour.”

Request To Remove Nickel Plating
Requirement

One commenter asks that the nickel
plating requirement specified in
paragraph (d)(2) of the original NPRM
be removed. The commenter states that
if it performs the nickel plating per the
new requirement, it must perform a
minimum of three plating/baking cycles,
which would extend the time necessary
for overhaul of the carriage spindle by
15 days. The commenter suggests two
alternative methods to use in place of
the current proposed requirement, and
provides documentation showing those
methods.

We do not concur that the nickel
plating requirement should be removed.
However, as explained under ‘“Request
to Change Maximum Thickness of
Nickel Plating,” we have changed
paragraph (d)(2) of this supplemental
NPRM to read, “The maximum
deposition rate of the nickel plating that
is deposited in any one plating/baking
cycle must not exceed 0.002-inch-per-
hour.” No other change to the
supplemental NPRM is necessary in this
regard.

Requests To Extend Compliance Time

Several commenters request that the
compliance time for the overhaul or
replacement specified in paragraphs (c),
(c)(1), and (c)(2) of the original NPRM be
extended as follows:

* One commenter states that the
proposed compliance time of 1 year
after the effective date of the AD to
replace the carriage spindles on Model
737-200C series airplanes is restrictive.
The commenter asks that it be changed,
due to inspection results, from “1 year
after the effective date of this AD” to 24
to 36 months after the effective date, to
allow time for procurement/overhaul of
the spindles and to schedule the
airplane during a heavy maintenance
check. The commenter also states that
the proposed compliance time of 2 years
after the effective date of the AD to

replace the spindles on Model 737-400
series airplanes is also restrictive. The
commenter asks that the compliance
time be changed, due to inspection
results, to 36 to 48 months after the
effective date, to allow time for
procurement/overhaul of spindles and
to schedule the airplane during a heavy
maintenance check.

* One commenter asks that carriage
spindles that were overhauled per
Boeing 737 Component Maintenance
Manual 57-53-36 before the effective
date of AD 2002-22-05, and have not
had all finishes and plating removed, be
allowed to remain in service on the
airplane for 8 years or 12,000 flight
cycles, whichever comes later. The
commenter adds that it has found no
fractured carriage spindles to date. The
commenter also asks that we allow 30
months instead of 24 months to
overhaul or replace with new, any in-
service carriage spindles that have not
been overhauled per the referenced
service bulletin. The commenter states
that this would allow scheduling of the
replacement of the carriage spindle
during the current maintenance program
without undue burden to its in-service
operations.

* One commenter states that it
currently has 52 Model 737—-200 and 26
Model 737-300 series airplanes that
would be affected by the original NPRM
and has insufficient data for identifying
the date each carriage spindle was
overhauled or replaced during heavy
maintenance visits. The commenter
adds that, due to this fact, it would be
forced to overhaul/replace the carriage
spindles at the earliest time allowed,
which is within 1 year for Model 737-
200 series airplanes and 2 years for
Model 737-300 series airplanes. The
commenter notes that the manufacturer
is unable to supply new carriage
spindles to operators at a rate that
would allow the replacement to be done
within the time allotted. For Model
737-300 series airplanes, the
manufacturer is producing about two
carriage spindles per month, and
overhaul of the part using an outside
vendor takes approximately 3—4 weeks
per airplane. With this turnaround time,
the commenter would be unable to
overhaul the parts in the timeframe
required by the original NPRM. The
commenter makes no specific request.
We infer that the commenter is
requesting that the compliance time be
extended.

¢ One commenter asks that the
compliance time for the initial overhaul
specified in paragraph (c) of the original
NPRM be extended to 2.5 years. The
commenter states that, in order to install
overhauled carriages on an aircraft, the

flaps must be removed and reinstalled.
The commenter adds that it performs a
one-quarter D-check every 2.5 years, and
this structural visit is the opportune
time to perform such extensive
maintenance.

¢ One commenter asks that the initial
compliance times for the overhaul on
Model 737—100/200 series airplanes and
737-300/400/500 series airplanes be
extended to at least 3 years and 4 years,
respectively, for the following reasons:

First, the compliance time for the
initial inspection does not appear to
account for the nondestructive test
(NDT) inspection referenced in both the
service bulletin and the existing AD.
The commenter adds that the inspection
in the referenced service bulletin is
effective as an interim action in
maintaining airplane safety, which
indicates there are no urgent reasons to
adhere to the short compliance time
specified in the service bulletin for the
spindle overhaul/replacement.

Second, the carriage spindle overhaul
requirement means, in the commenter’s
case, that the spindle will have to be
shipped off-site, which would require
additional spares support. The short
initial compliance timeframe creates a
surge in demand for spares during the
first 1 to 2 years. After that time, all
additional spares acquired by the
operators would sit on the shelf because
that demand would go away for the
remainder of the 8-year period until the
next overhaul.

Third, due to the short initial
compliance time, operators will have to
remove the flaps outside the regularly
scheduled maintenance visits to gain
access. According to the procedures in
the Boeing 737-300/-400/-500
Maintenance Planning Document D6—
38278, the commenter estimates that the
initial compliance time should be
between 6 and 8 years for Model 737—
300, —400, and —500 series airplanes,
and between 6 and 10 years for Model
737-100 and —200 series airplanes.

In conclusion, the commenter states
that, with immediate safety concerns
already addressed in paragraph (a) of
the original NPRM, increasing the
compliance time specified in paragraph
(c) of the original NPRM would allow
accomplishment of the actions at regular
maintenance intervals and would avoid
a sudden demand for spares.

* One commenter asks that the
compliance time specified in paragraph
(c)(2)(ii) of the original NPRM (for the
spindle overhaul/replacement) be
changed to read, ‘“Not later than the
next major maintenance (D-check), and,
until that time, repeat the NDT
inspection of the spindles per the
existing AD.” The commenter states that
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airplanes that have accumulated more
than 12,000 total flight cycles, and
exceeded the 8-year limitation, will be
subject to the proposed 2-year
compliance time. The commenter adds
that, since no seed units have been
provided by Boeing, procurement of the
spindle is expensive, and the
turnaround time is expected to be 20
days, there is no reason to ground the
airplane and send the spindle for
overhaul without having any spares.

* One commenter states that it will
take about a year to obtain parts after
ordering them, and the overhaul cannot
be completed until the parts are
received. The commenter states that it
will be impossible to overhaul/replace
the flap carriage within the proposed 2-
year compliance time.

* One commenter asks for a change in
the compliance time specified in
paragraph (c) of the original NPRM from
12,000 flight cycles or 8 years,
whichever occurs first, to 20,000 flight
cycles or 8 years in-service, whichever
occurs first. The commenter states that
the additional flight-cycle allowance
would allow the work to be done at
every other D-check where time and
resources to overhaul/replace the
spindles are available. The commenter
requests that this change apply to both
the original inspection and the
overhaul/replacement requirements.

e One commenter asks that we
evaluate the requirement to overhaul or
replace the spindles every 12,000 flight
cycles or 8 years, based on inspection
results and parts replacement costs. The
commenter adds that the repetitive
inspection intervals required by
paragraph (a) of the proposed AD
should be extended from 180 days to 18
months, so the airplane can be
scheduled for inspection during heavy
maintenance check intervals.

* One commenter states that
mandating the overhaul of the carriage
spindles every 8 years or 12,000 flight
cycles, whichever is sooner, will have a
significant cost impact on its fleet. The
commenter adds that, under the current
maintenance program, the carriage
spindles are overhauled every 8 years,
which, at current flying rates, equates to
about 18,000 flight cycles. Therefore, a
12,000-flight-cycle compliance time
would require overhaul at every heavy
maintenance check, thereby doubling
the overhaul cost. The commenter
proposes that the carriage spindles
remain in service until the 8-year limit
is reached, provided the 180-day
repetitive inspections are reinstated
once the airplane reaches 12,000 flight
cycles. The commenter states that this
would provide an equivalent level of

safety and give operators a significant
cost benefit.

We agree to extend the initial
compliance time somewhat. In revising
this compliance time, we considered the
safety implications, parts availability,
and typical maintenance schedules of
affected operators. In addition, the
repetitive NDT inspections required by
the existing AD, and restated in
paragraph (a) of this supplemental
NPRM, will allow operators more time
to schedule maintenance and ensure
safety in the interim until
accomplishment of the overhaul or
replacement. We have extended the
compliance time specified in paragraphs
(c)(1)() and (c)(1)(i) of this
supplemental NPRM to the later of the
following: “Before the accumulation of
20,000 total flight cycles on the carriage
spindle, or within 8 years since
overhaul of the spindle or installation of
a new spindle, whichever is first,” or
“Within 2 years after the effective date
of this AD.” We have extended the
compliance time specified in paragraphs
(c)(2)(1) and (c)(2)(ii) of this
supplemental NPRM to the later of the
following: “Before the accumulation of
20,000 total flight cycles on the carriage
spindle, or within 8 years since
overhaul of the spindle or installation of
a new spindle, whichever is first,” or
“Within 4 years after the effective date
of this AD.” We have also extended the
compliance time in paragraph (c) of this
supplemental NPRM for the repetitive
overhaul or replacement to every 20,000
flight cycles or 8 years, whichever is
first. Extending the compliance time
will not adversely affect safety but will
accommodate the time necessary for the
operators to obtain replacement parts
and schedule the work.

We do not agree to extend the
repetitive inspection intervals required
by paragraph (a) of the supplemental
NPRM; those inspections end when the
overhaul or replacement specified in
paragraph (c) of this supplemental
NPRM is done. In developing an
appropriate compliance time for the
repetitive inspections, we considered
not only the degree of urgency
associated with addressing the subject
unsafe condition, but the manufacturer’s
recommendation as to an appropriate
compliance time, and the practical
aspect of accomplishing the repetitive
inspections within an interval of time
that parallels normal scheduled
maintenance for the majority of affected
operators. No change to the
supplemental NPRM is necessary in this
regard.

Request To Change Compliance Time to
Calendar Time

One commenter contends that
corrosion associated with the identified
unsafe condition is a function of time
rather than flight cycles. We infer that
the commenter requests that the original
NPRM be revised to reflect a compliance
time for the spindle overhaul/
replacement in terms of calendar time
rather than flight cycles. We do not
agree to use a calendar date in the AD
because the compliance time in this
case is a function of fleet utilization,
which is unrelated to calendar dates. No
change to the supplemental NPRM is
necessary in this regard.

Request for Credit for Previously
Overhauled Carriage Spindles

One commenter asks that the carriage
spindles overhauled before issuance of
AD 2002-22-05 (no finish/plating
required) remain in service for 8 years
or 12,000 flight cycles, whichever comes
first. The commenter has been proactive
on this issue, and started carriage
spindle overhauls prior to the effective
date of the original NPRM. The
commenter adds that no fractured
carriage spindles have been found to
date.

We do not agree with the commenter.
Although we acknowledge the fact that
the commenter has not had any carriage
spindle failures and maintains a good
track record for diligent completion of
AD requirements, many operators have
been working to overhaul their fleets
before the release of the AD in order to
minimize the impact on the fleet. In
light of the fact that the finish/plating
removal was not required before
issuance of AD 2002-22-05, carriage
spindles that were overhauled before
issuance of that AD may not have had
the finishes/platings removed, and
would not be compliant with that AD.
Therefore, no change to the
supplemental NPRM is necessary in this
regard.

Request To Accept Alternative Methods
of Compliance (AMOCs) Approved for
AD 2002-22-05

Two commenters ask that the original
NPRM be revised to accept certain
AMOCs previously approved for AD
2002-22-05. One commenter states that
the original NPRM does not have a
provision for such AMOCs, and asks
that a paragraph be added for previously
approved AMOCs for paragraphs (a) and
(b) of the original NPRM. The
commenter recognizes that it would not
be able to use previously approved
AMOC:s after paragraph (c) of the
supplemental NPRM is accomplished.
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Another commenter asks that we allow
for optional tracking of the carriage part
and serial number instead of the aircraft
serial number to demonstrate
compliance. The commenter states that
it currently has an AMOC approved for
AD 2002-22-05 that addresses this
situation.

We agree with the commenters’
requests to accept certain AMOCs
approved previously for AD 2002—22—
05. We have added a new paragraph
(f)(2) to this supplemental NPRM to
include AMOCs previously approved
for AD 2002-22-05. Regarding optional
tracking of the carriage part and serial
number instead of the airplane serial
number, the commenter may submit
substantiating data that support a
request for an AMOC for this proposed
AD per paragraph (f)(1) of this proposed
AD.

Request To Require Additional AD for
Carriage Spindle Only

One commenter states that paragraph
(d) of the original NPRM describes two
constraints on the overhaul process. The
commenter notes that paragraph (d)(1)
of the original NPRM specifies the
maximum time allowed before carrying
out the hydrogen embrittlement
procedure, and paragraph (d)(2) of the
original NPRM defines the maximum
thickness of nickel plating that can be
done at any one plating/baking cycle.
The commenter adds that the Boeing
Standard Operating Procedures Manual
for nickel plating includes the
requirements specified in paragraph
(d)(1), but the maximum plating
requirements specified in paragraph
(d)(2) are not included in the Boeing
Component Maintenance Manual
(CMM) 57-53-56, so compliance cannot
be assumed by following the procedures
in the CMM. The commenter is
concerned that if these elements are
required in an AD, there is a possibility
that a flap carriage may be overhauled
without reference to the AD, and
subsequently, since there is no
mechanism to prevent it, passed back to
the operator without evidence of
compliance with requirements. The
commenter suggests that, if the relevant
amendments are not placed in the CMM
(against which the overhaul is to be
performed before the effective date of
the AD), a component AD against the
flap carriage assemblies should be
issued to ensure that the overhaul
requirements are both complied with
and certified as such before the
assemblies are passed on to an operator.
The commenter adds that the magnetic
particle inspection addresses only the
carriage, not the carriage spindle.

We do not agree with the commenter.
Overhaul manuals are not FAA-
approved documents. Updating these
manuals is done by the original
equipment manufacturer for the benefit
of the operators. When an unsafe
condition exists, we issue an AD to
correct that condition, and, if additional
safeguards are required as part of the
mandated action, those safeguards are
included in the text of the AD, unless
mandated in other rulemaking actions.
Ultimately, it is the responsibility of the
operator to ensure compliance with any
ADs that affect the operator’s fleet. No
change to the supplemental NPRM is
necessary in this regard.

Request To Remove or Change
Paragraph (a)

One commenter asks that the current
inspections that would be required by
paragraph (a) of the original NPRM be
removed or changed as they are
ineffective for finding cracks. The
commenter states that it performed the
inspections and, approximately 10 days
later, a carriage spindle severed during
flight. The commenter does not see any
benefit in performing the current
inspections.

We do not agree with the commenter.
The inspections mandated by AD 2002—
22-05 are designed to find a fully failed
spindle before the second spindle fails
due to load redistribution from the
failed spindle. AD 2002-22-05 is
required to safeguard against a dual-
spindle failure. Further, the carriage
spindle is manufactured from high
strength steel, which is a material not
generally conducive to damage
tolerance methods. No change to the
supplemental NPRM is necessary in this
regard.

Request To Add the Repetitive
Overhaul in Paragraph (c) to the
Operator’s Time Limit Index

One commenter asks that paragraph
(c) of the original NPRM, which requires
repetitive overhaul of the carriage
spindles every 12,000 flight cycles or 8
years, whichever is first, be
incorporated into an Operator’s Time
Limit Index (Hard Time Component
Program). The commenter states that
this can be done by adding the
following statement to paragraph (c):
“Operators may incorporate the
overhaul requirement into the FAA-
approved maintenance program if the
Principal Maintenance Inspector (PMI)
approves that action.” The commenter
adds that this would allow the PMI to
approve the action, when appropriate,
without a concern that it violates the
Code of Federal Regulations.

We do not agree with the commenter.
To include the overhaul of this part in
a particular overhaul program would be
an operations-dependent procedure and
cannot be done as a general option. The
commenter provides no data to
substantiate that its request would
provide an acceptable level of safety.
However, an affected operator may
request approval of an AMOC, as
provided by paragraph (f)(1) of this AD,
if data are submitted to support that an
alternative method would provide an
acceptable level of safety. No change to
the supplemental NPRM is necessary in
this regard.

Request To Change Cost Impact Section

Two commenters ask the Cost Impact
section of the original NPRM be
changed, as follows:

* One commenter states that the
estimated cost of the replacement of the
carriage spindle ($45,000 per spindle,
and $10,000 per spindle for the
overhaul) does not include the out-of-
service time and work hours necessary.

* One commenter states that the
“short” initial compliance time would
require operators to remove flaps
outside their routine maintenance
program, which would take an
additional 192 work hours per airplane.
The commenter estimates the additional
labor cost at over $500,000. The
commenter adds that the overhaul of the
carriage spindle will require additional
spare carriage spindles over the short
initial compliance timeframe. Based on
an overhaul turnaround time of 30 days,
the commenter estimates it would need
up to six shipments of spare carriage
spindles at a cost of approximately $1.2
million. All these spares would then not
be used for the remainder of the 8-year
period until the next overhaul. In
addition, the commenter notes that the
cost for overhauling the carriage spindle
is almost $100,000, based on the cost
estimate per airplane provided in the
original NPRM.

We do not agree with the commenters.
The cost impact information describes
only the costs of the specific actions
required by this AD. The number of
work hours necessary to accomplish the
overhaul or replacement, as specified in
the cost impact information, is
consistent with the service bulletin.
This number represents the time
necessary to perform only the actions
actually required by this AD. We
recognize that, in accomplishing the
requirements of any AD, operators may
incur additional costs due to special
circumstances when scheduling
maintenance visits. However, because
maintenance schedules vary
significantly from operator to operator,
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the hours necessary for access and
close-up time, including out-of-service
time, are almost impossible to calculate.
No change to the supplemental NPRM is
necessary in this regard.

Conclusion

Since certain changes described
previously expand the scope of the
original NPRM, the FAA has determined
that it is necessary to reopen the
comment period to provide additional
opportunity for public comment.

Changes to 14 CFR Part 39/Effect on the
Proposed AD

On July 10, 2002, the FAA issued a
new version of 14 CFR part 39 (67 FR
47997, July 22, 2002), which governs the
FAA’s airworthiness directives system.
This regulation now includes material
that relates to altered products, special
flight permits, and alternative methods
of compliance (AMOCs). Because we
have now included this material in part
39, only the office authorized to approve
AMOC:s is identified in each individual
AD.

Change in Labor Rate

We have reviewed the figures we have
used over the past several years to
calculate AD costs to operators. To
account for various inflationary costs in
the airline industry, we find it necessary
to increase the labor rate used in these
calculations from $60 per work hour to
$65 per work hour. The cost impact
information, below, reflects this
increase in the specified hourly labor
rate.

Cost Impact

There are approximately 3,132
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
1,384 airplanes of U.S. registry would be
affected by this proposed AD.

The inspections that are currently
required by AD 2002-22-05 take
approximately 10 work hours per
airplane to accomplish, at an average
labor rate of $65 per work hour. Based
on these figures, the cost impact of the
currently required inspections on U.S.
operators is estimated to be $899,600, or
$650 per airplane.

It would take approximately 2 work
hours per airplane to accomplish the
new detailed inspection, at an average
labor rate of $65 per work hour. Based
on these figures, the cost impact of the
inspection proposed by this AD on U.S.
operators is estimated to be $179,920, or
$130 per airplane, per inspection cycle.

Should an operator be required to
accomplish the overhaul, it would take
approximately 32 work hours per
airplane to accomplish, at an average

labor rate of $65 per work hour. Based
on these figures, the cost impact of the
overhaul proposed by this AD is
estimated to be $2,080 per airplane.

Should an operator be required to
accomplish the replacement, it would
take approximately 32 work hours per
airplane to accomplish, at an average
labor rate of $65 per work hour.
Required parts would cost
approximately $45,000 per carriage
spindle. Based on these figures, the cost
impact of the replacement proposed by
this AD is estimated to be $47,080 per
spindle, per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted. The cost
impact figures discussed in AD
rulemaking actions represent only the
time necessary to perform the specific
actions actually required by the AD.
These figures typically do not include
incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

The regulations proposed herein
would not have a substantial direct
effect on the States, on the relationship
between the national Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
it is determined that this proposal
would not have federalism implications
under Executive Order 13132.

For the reasons discussed above, I
certify that this proposed regulation (1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the

Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-12929 (67 FR
66316, October 31, 2002), and by adding
a new airworthiness directive (AD), to
read as follows:

Boeing: Docket 2002-NM-219-AD.
Supersedes AD 2002-22-05,
Amendment 39-12929.

Applicability: All Model 737-100, —200,
—200C, —300, —400, and —500 series airplanes,
certificated in any category.

Compliance: Required as indicated, unless
accomplished previously.

To prevent severe flap asymmetry due to
fractures of the carriage spindles on an
outboard mid-flap, which could result in
reduced control or loss of controllability of
the airplane, accomplish the following:

Restatement of Requirements of AD 2002-
22-05

Repetitive Inspections

(a) Do general visual and nondestructive
test (NDT) inspections of each carriage
spindle (two on each flap) of the left and
right outboard mid-flaps to find cracks,
fractures, or corrosion at the later of the times
specified in paragraphs (a)(1) and (a)(2) of
this AD, as applicable, per the Work
Instructions of Boeing Alert Service Bulletin
737-57A12